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The Third Annual Meeting of the 


Section on Food, Drug and Cosmetic Law 
of the New York State Bar Association 


third annual meeting of the Section on Food, Drug and Cosmetic 
Law of the New York State Bar Association, together with 
supplemental articles. 


‘kz ISSUE of the Quarterly contains the papers read at the 


The meeting was held in the Meeting Hall of the Association of 
the Bar of the City of New York, on January 22, 1948. It was attended 
by approximately 150; and its proceedings were largely broadcast by 
Station WNYC, operated by New York City. It was preceded by a 
dinner, which the Section gave in honor of Dr. Paul B. Dunbar, Federal 
Commissioner of Food and Drugs. This dinner was held at the Waldorf- 
Astoria Hotel, on the evening of January 21; about 135 were present; 
and the Section then made a scroll award to the Honorable Watson 
B. Miller, formerly Federal Security Administrator, for his distinguished 
administration of the Federal Food, Drug, and Cosmetic Act. 


At this meeting, the Section unanimously adopted numerous reso- 
lutions. They (1) recorded the sad death on October 10 last of 
Mr. Alvin M. Loverud, who was the Principal Attorney in the Food 
and Drug Division of the Office of the General Counsel for the Federal 
Security Agency; (2) recommended the immediate passage by the 
United States Senate, without change, of H. R. 4071, which enacts 
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basic enforcement amendments of the Federal Food, Drug, and Cosmetic 
Act; (3) approved the increased budget appropriation to administer 
that Act, in the next fiscal year; and (4) authorized the chairman to 
appoint a special committee to confer with the Food and Drug Adminis- 
tration in the Federal Security Agency, on any appropriate regulations 
under that Act relating to retail sales. The last resolution arose out 
of the historic decision by the United States Supreme Court in the 
Sullivan case, on January 19 last, which held that the Federal Food, 
Drug, and Cosmetic Act may be enforced against its violation in the 
retail sale of an article in the course of intrastate commerce, after its 
shipment in interstate commerce and subsequent transportation in intra- 
state commerce. That decision was the major subject of discussion at 
this meeting. CHARLES WESLEY Dunn, Chairman 
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$7 Annual 
Meeting 


Administrative Progress 
of the Federal Food, Drug, and Cosmetic Act 


“ONE THING THAT HAS GIVEN US CAUSE FOR REAL CONCERN,” 
SAYS THE PRINCIPAL ENFORCEMENT OFFICER UNDER THE 
FEDERAL FOOD, DRUG, AND COSMETIC ACT, “HAS BEEN THE 
FREQUENCY OF MANUFACTURING ERRORS RESULTING IN 
THE DISTRIBUTION OF DANGEROUS PRODUCTS, PRINCIPALLY 
Dee eae 4 ; . . + PAUL B. DUNBAR 


and Cosmetic Law with keen interest. “When it was launched early 

in 1946, I stated in a letter to your Chairman, reproduced in the first 
number of your Quarterly, that the formation of the Section gave con- 
crete evidence of the recognition by lawyers of the importance that food, 
drug, and cosmetic laws have assumed in our national life, and that 
the launching of the Quarterly would supply a forum for the construc- 
tive discussion of developments in these laws. These objectives have 
been attained. The Quarterly has published valuable and thoughtful 
papers covering many phases of the Food, Drug, and Cosmetic Act and 
similar state enactments, and has supplemented the strictly legal papers 
by helpful discussions on collateral matters. I do not believe that I 
have failed to read a single one of the papers that have appeared, 
although candor compels me to admit that I found myself decidedly out 
of my depth in perusing some of the exclusively legal discussions. 


| HAVE WATCHED the progress of the Section on Food, Drug, 


Subject of Discussion 


The subject assigned to me is “Administrative Progress of the Food, 
Drug, and Cosmetic Act."" Associate Commissioner Charles W. Craw- 
ford presented a paper on this same topic at your 1947 meeting [2 
Food Drug Cosmetic Law Quarterly (1947) 3]. At your initial meet- 
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Pau. B. DuNBAR 


Commissioner of Food and Drugs 





ing in 1946, he discussed in broad terms the Food and Drug Adminis- 
tration’s philosophy and method of enforcement [1 Food Drug Cosmetic 
Law Quarterly (1946) 9]. My subject is, in effect, a continuation of 
Mr. Crawford's paper of January 1947. There would be no point, 
however, in merely cataloging regulatory developments since last 
January. These were summarized almost to the end of the last fiscal 
year in a paper presented to the Association of Food and Drug Officials 
of the United States last June and published in the September 1947 num- 
ber of your Quarterly [2 Food Drug Cosmetic Law Quarterly (1947) 
429]. They are recorded in more detail in the forthcoming Annual 
Report of the Food and Drug Administration for the fiscal year ending 
June 30, 1947. In passing, let me remind you that our report for the 
current fiscal year will encompass the first decade of enforcement of the 
Federal Food, Drug, and Cosmetic Act of June 25, 1938. The record, 
we are sure, will not be unimpressive. I do not refer to the number 
of legal actions instituted and terminated under the law, but rather to 
the record of constructive and voluntary compliance and loyal support 
of effective enforcement that has characterized the vast majority of the 
regulated industries. 


Recent Developments 


A few developments since the beginning of the present fiscal year 
which are not included in the annual report or in the paper published 
in your September Quarterly are worthy of note. Several extremely 
important judicial decisions have been rendered which will undoubtedly 
chart our course for years to come. I shall not encroach upon the sub- 
ject matter of my friends in the General Counsel's Office of the Federal 
Security Agency [3 Food Drug Cosmetic Law Quarterly (1948) 16], 
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by attempting to review these decisions. It may not be inappropriate 
to observe, however, that an administrative officer finds himself a bit 
confused, to put it mildly, when, just as he permits himself a sigh of 
satisfaction because one appellate court confirms in generous fashion 
the government's interpretation of the law, another Circuit proceeds 
to deflate him completely by a decision quite definitely opposite in its 
significance. Possibly this condition should be accepted philosophically 
on the theory that appellate reviews ordinarily represent debatable areas 
where sincere jurists are likely to differ in their conclusions on a stated 
set of facts. 


Aside, however, from these temporary setbacks, and I am sure 
they are only temporary, the trend of judicial decisions has been unmis- 
takably to uphold the purpose of broad consumer protection we are 
convinced Congress had in mind, in the passage of the statute. 


I need do no more than allude to the legislative-amendment pro- 
gram. With the support of industry representatives, the streptomycin 
amendment to the Food, Drug, and Cosmetic Act passed and became 
law in record time without hearings and without amendment. The 
amendment embodied in House Bill 4071, designed to repair the defect 
in the law revealed by the Phelps-Dodge decision, passed the House 
unanimously on January 13, 1948. Mr. Dunn's very able paper which 
appeared in the September number of your Quarterly [2 Food Drug 
Cosmetic Law Quarterly (1947) 284] states effectively the arguments 
for the passage of this bill. 


Effect of Phelps-Dodge Decision 


The Annual Report of the Food and Drug Administration for the 
last fiscal year will give some striking figures demonstrating the effect 
of the Phelps-Dodge decision on the enforcement program, the full 
impact of which was not felt until certiorari was denied by the Supreme 
Court on February 10, 1947. The immediate result of the decision 
was to decrease the number of food seizures based on filth and decom- 
position to just under 1,000 in 1947, as compared with more than 1,700 
in each of the two previous years. In 1946, 70 per cent of all food 
seizures were chargeable to filth and decomposition, in 1947 only 53 per 
cent. Food seizures on these grounds during the first five months of 
the present fiscal year, that is, from July 1 to November 30, 1947, totaled 


Administrative Progress Page 7 








but 333 as contrasted with 532 in the corresponding months of 1946. 
In these 333 seizures, it was possible to establish that the adulterated 
condition existed before the interstate journey was completed. 


Data on Enforcement Activities 


At this point, it may not be inappropriate to supply some quantita- 
tive data on enforcement activities during the last fiscal year. In 1947, 
61,112 samples of commodities subject to the laws we enforce were 
collected and analyzed, as compared with 68,103 in 1946. Two thou- 
sand, seven hundred and seventy-seven court actions were instituted 
as compared with 3,221 in the previous year. Twenty-nine thousand, 
six hundred and twenty-seven import shipments were inspected as con- 
trasted with 25,377 in 1946. Six thousand, five hundred and sixty-one 
importations were refused entry as compared with 6,035 in the preced- 
ing year. Total fines paid, or assessed in cases pending on appeal, in 
1947 for violations of the Food, Drug, and Cosmetic Act amounted to 
$243,697. The heaviest fine was $20,000 imposed upon a corporation 
and an individual for shipments of a misbranded device. This case 
is now on appeal. In 72 actions, the fines were $1,000 or more. Jail 
sentences ranging from 30 days to 3 years and averaging 7 2/3 months 
were imposed in 12 criminal cases involving 15 individual defendants. 
Jail sentences were suspended for 10 defendants and they were placed 
on probation. There is a general tendency on the part of the courts 
to impose penalties more commensurate with the seriousness of the 
offense. Unmistakably these penalties are having a definitely corrective 
effect. At the same time it is obvious that there will be an increasing 
number of court contests in the case of offenders who previously felt 
that the cheaper and less troublesome course was to enter a plea of 
guilty or nolo contendere and accept a nominal fine, which they were 
prone to regard as a tax on continuing illicit practices. 


Manufacturing Errors 


One thing that has given us cause for real concern has been the 
frequency of manufacturing errors resulting in the distribution of danger- 
ous products, principally drugs. These occurrences seem to be on the 
increase, or perhaps we hear of them more often because the public, 
the medical profession, and the manufacturers themselves have learned 
that the Food and Drug Administration is the place to report alarming 
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reactions. It is the fixed policy of the Food and Drug Administration 
to make a most searching investigation of every illness attributed to 
foods, to drugs, or to cosmetics. If a product subject to the Federal 
statute is found responsible, proper steps are taken to apprehend the 
offending product. If the article is not subject to the Federal statute 
but is within state or local control, the facts are reported to the proper 
authorities for appropriate action. 


Negligent Factory Controls 


It may be of interest to catalog briefly some of the more recent 
occurrences illustrating negligent factory controls. In one instance, 
investigations following reports of atropine poisoning disclosed as much 
as eleven times the amount of atropine declared on the label in certain 
medicinal tablets. Although the manufacturer had knowledge of the 
adverse symptoms, he took no steps to recall the material until after the 
Food and Drug Administration learned of the matter, began an investi- 
gation, and imposed pressure on him to round up the offending material. 
A similar situation occurred in the case of a drug which contained six 
times the labeled amount of phenobarbital. In another instance, the 
manufacturer somewhat belatedly notified the Food and Drug Admin- 
istration after complaints had brought the compounding error to his 
attention. The error consisted in incorporating six pounds of a potent 
drug in a formula which actually called for only six ounces of the 
ingredient. An estrogen in oil packaged in ampuls for injection was 
labeled with a vitamin B complex label which stated that the solution 
was for intramuscular or intravenous injection. This error was uncov- 
ered by a Food and Drug inspector during a routine factory inspection. 
The firm had knowledge of the situation but had made no effort to 
warn physicians of the danger. In another instance, bottles of tablets 
containing ten milligrams of a potent drug were erroneously labeled five 
milligrams. In this case, the manufacturer instantly notified the Admin- 
istration when it discovered the error and gave every possible assist- 
ance in rounding up the offending material. The same attitude was 
adopted by another firm which only recently discovered that pepper- 
mint leaves were seriously contaminated with toxic stramonium leaves. 


Tribute to Cooperative Firms 


I am glad to pay tribute to the frank and constructive attitude of 
those firms which, when such an error is discovered, recognize its danger 
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and report the facts immediately. In such instances we can work 
together, combining the facilities of the Food and Drug Administration 
and its cooperating state and local officials with those of the manu- 
facturer, to insure prompt withdrawal of all the objectionable material 
from the channels of commerce where it may do untold damage if it 
is not apprehended. 


We come now to a subject which may not at first glance appear 
to belong in a discussion of administrative practice; yet, it seems to me 
that sound administration connotes the promotion of harmonious rela- 
tions between the regulated and the regulator, if this is humanly possible 
of attainment. 


Criticism of Enforcement Procedure of Administration 


A few spokesmen representing what I am sure are minorities in 
industry groups and occasional individual members of such groups have 
at times given voice to strongly critical comments directed against the 
enforcement procedure adopted by the Food and Drug Administration. 
These comments cover a wide range—they are directed against the 
attitudes and the alleged demands of inspectors, against their criticisms 
of factory procedures, or their failure to criticize such procedures, 
against their asking questions of plant personnel other than the man- 
ager, and against their addressing queries to local managers rather than 
to the headquarters of the firm. Complaints are made that the Admin- 
istration is expecting an impossible degree of sanitary care, that if it 
must direct seizures against unfit products it should carefully segregate 
the objectionable part of the shipment and seize that only, that legal 
actions by way of seizure or prosecution should not be directed against 
products or against the manufacturers without previous warning, and 
that the Food and Drug Administration ought to understand that “our 
firm” has the highest and most ethical motives and must not be judged 
by the same standards that apply to our competitor who isn't to be 
trusted and who ought to be prosecuted to the full extent of the law. 


It is the privilege and the duty of the American citizen to criticize 
his government. No penalty will accrue if he abuses the government, 
provided he does it with words and not with arms or seditious acts. 
No government officer should resent just criticism, and no government 
officer should be so rash as to assert that his acts never deserve criticism. 
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Constructive criticism should be welcomed by any organization in 
government, but manifestly criticism is not constructive if it is vague 
and general in tone. 


Selection of Food and Drug Administration Forces 


The Food and Drug Administration is made up of human beings 
with the varying traits and talents that are common to the race. Perhaps 
a certain proportion does have a tendency to throw its weight around 
and to manifest an arbitrary attitude in dealing with the individual. | 
can only say that our inspection and laboratory forces are most care- 
fully selected under Civil Service regulations. They are recruited from 
the ranks of college graduates in science; they are subjected to the 
most careful training we are capable of giving, including a probationary 
period of one year, before permanent appointment. It is our purpose 
to deal forthrightly with any member of our force who is shown to 
be guilty of improper conduct in the pursuit of his assignments. 


It is entirely possible to carry out our duties in an impersonal 
fashion, and there is no place in our program for favoring friends or 
for putting pressure on those who do not like us. The facts, and the 
facts only, are what interest us in determining whether legal action shall 
be instituted. 


I have heard it stated that a firm has been prosecuted or suffered 
seizure because some member of the firm had antagonized an inspector. 
Inspectors do not determine whether action shall be taken. They report 
the facts as they see them. Their reports are subject to verification by 
laboratory analysis or by other means. Final decision as to the action 
to be taken is made in the Washington office after review of all the 
available evidence. The article by Mr. McKay McKinnon which 
appeared in the September 1947 number of your Quarterly [2 Food 
Drug Cosmetic Law Quarterly (1947) 302] will give some enlightening 
information about the duties and responsibilities of the Food and Drug 


inspectors. 


Food and Drug Administration's Inspectors’ Manual 


Let me add a quotation or two from the Food and Drug Adminis- 
tration’s Inspectors’ Manual which is the Bible of the Food and Drug 
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inspector. Under the caption “Introduction at the Plant’’ the 
Manual states: 


Approach the person in charge of the plant in a dignified, authoritative, cordial 
manner as a responsible official representative of the Food and Drug Administration. 
Identify yourself by name, title, and organization, and present your credentials. 
Explain the purpose of your visit, i. e., inspection of the plant, raw materials, manu- 
facturing processes, labels and labelings, finished products, distribution of products, 
and possibly the collection of samples. 


Under the heading ‘‘Discussion of Requirements of the Law’’ the 
inspector is directed not to endeavor to comment on labeling but, where 
a request for such comment is made, to suggest that, while the law 
confers no authority for approval of labels upon the Administration, 
it is its invariable policy to criticize or comment on them whenever 
manufacturers submit a full statement of composition, together with the 
labels, for comment. He is instructed to point out that consideration by 
the Washington office is necessary in order to guarantee consistency in 
the comments on labels received from many sections of the United States. 


Under the heading “ Adulteration,’’ however, this statement is made: 


A different course in general should be adopted in dealing with possible adultera- 
tion, particularly with respect to those types of adulteration resulting from the use 
of unfit material or from the preparation of articles under insanitary conditions. 
Assuming that the inspector has had adequate training and can accurately appraise 
the product, if he has observed the packing of an article of doubtful wholesomeness 
he should state frankly to some responsible member of the firm, whether a question 
has been addressed to him or not, that the product in his opinion may violate the 
law. If his statement provokes rejoinder by the packer refuting the assertion of 
the inspector, the latter should not engage in any argument at that time but should 
point out that he simply wishes to call the management's attention to a practice which 
in the opinion of the inspector may be illegal. In the inspection of establishments 
operating under insanitary conditions, the inspector at the completion of the inspection 
should detail to the manufacturer the various objectionable features which his inspec- 
tion has disclosed. 


Let me say that we receive many communications from manufactur- 
ers thanking us for the helpful character of our inspectors’ suggestions 
and actually inviting more frequent visits. 


Under the caption ‘Use of Inspector's Authority’ this statement 

is made: 
The inspector's identification card deals with authority. The Administration is 
proud of the fact that its inspectors depend upon diplomacy, tact, and persuasiveness 


to acquire evidence, rather than upon strong-arm methods. Sometimes complaints 
are received alleging that inspectors have departed from this tradition. Many of 
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these complaints are unjustified, but in some instances the purposes of the law could 
have been better served if more patience had been shown, and by more diplomatic 
handling of the situation involved. 


Refusal to permit inspectors to copy interstate records and to enter and inspect 
food, drug, device, or cosmetic factories is a criminal offense. If prosecutions are 
brought for refusal, the inspector must show that his conduct in connection with the 
refusal was reasonable and fair, and that he exercised every reasonable precaution 
to avoid refusal. In no instance can resort to threats of prosecution reflect credit upon 
an inspector when he is met with a refusal. There is no objection to a courteous 
discussion of the authority to inspect if it is questioned or denied. This discussion 
should be couched on a plane of helpfulness to the person by acquainting him with 
his obligation under the law. 


These are our broad instructions. It is our purpose to have them 
observed. We have, under normal conditions, a force of approximately 
230 inspectors. Considering the size of our force, complaints have been 
surprisingly few, and note this: —we find it very difficult indeed when 
complaints are received to obtain really specific information. As I have 
said, corrective action cannot be based on generalized complaints or on 
a general feeling of annoyance because a manufacturer resents the 
restrictions imposed on him by a law of the land. 


Act Does Not Call for Notice Before Legal Action 


If the Food and Drug Administration -is guilty of unfairness at 
any time in its regulatory operations, it should be condemned. Certainly 
an expression of administrative policy should precede the institution of 
a regulatory campaign when there is room for a reasonable doubt as 
to the legality of a practice. For example, mineral oil was at one time 
considered a proper ingredient for so-called nonfattening salad dress- 
ings, provided the labels adequately revealed the character of the article. 
Accumulated medical evidence, however, satisfied us that mineral oil 
in food is in fact definitely harmful. While the Food, Drug, and 
Cosmetic Act does not require a notice to the industry, it was our belief 
that fairness called for such a notice before the institution of formal 
legal action. Such notices were issued through the medium of our trade 
correspondence announcements. 


It is inconceivable, however, that an administrative construction 
should be read into the Act which would call for prior notice before 
the institution of legal action against such patent violations as the opera- 
tion of a filthy establishment or the incorporation of filthy or decom- 
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posed substances into our food supply, or the maintenance of such 
careless factory controls as to result in the marketing of dangerously 
compounded drugs. It is axiomatic that any firm engaging in the manu- 
facture of foods, drugs, or cosmetics has an obligation to the consuming 
public to engage in those types of good housekeeping which will pre- 
clude such offenses. The bulk of the industries recognize this, and I 
am sure that they do not subscribe to the theory that every dog is 
entitled to one bite. 


Settlement of Differences of Opinion 


After 40 years of experience in the enforcement of the present law 
and its predecessor, | still have a deep belief in the innate honesty of 
the vast majority of the industries subject to regulation under our statute. 
I am not cynical in any sense of the word. I regret, but I am not too 
much disturbed, when the occasional manufacturer who is unable to 
prevail in a court contest seeks to lighten his burden by pressing for 
an emasculating amendment. I have a profound conviction that there 
are very few instances of differences of opinion on procedure where the 
interstate manufacturer and the Food and Drug Administration cannot 
sit down and discuss calmly and without undue heat the pros and cons 
of a particular question. While agreement cannot always be attained, 
there is no reason why mutual respect for the opinions of both parties 
cannot be maintained. Where differences are irreconcilable, the Act 
provides for a settlement of the issue before the proper judicial tribunal. 


A similar comment can be made about the regulation-making func- 
tions of the Administration. The December 1947 number of your 
Quarterly contains an extremely important paper by Mr. H. Thomas 
Austern on “The Formulation of Mandatory Food Standards” [2 Food 
Drug Cosmetic Law Quarterly (1947) 532]. Mr. Austern has pre- 
sented not only a painstaking and good-humored, but an exceedingly 
constructive and thought-provoking, study. I have read the paper studi- 
ously and consider it required reading by all of us who are engaged 
in standards-making activities. I should like to quote with sincere 
approval Mr. Austern’s concluding paragraph, which says: 


* * * it may be a strange observation for a lawyer to urge that neither group 


should approach the problem as litigants. Government officials are not here dealing 
with malefactors whose practices endanger the public health. They are not policing 
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or prosecuting, but carrying out delegated legislative functions. In doing so they 
are dealing with economic issues of great difficulty and of vital impact on those they 
affect. On its part, industry must understand that it is not being prosecuted by a 
regulatory agency but instead is being afforded a splendid opportunity to participate 
in the program which Congress has ordained. 


“The Creed of the Food and Drug Administration” 


Several months ago I was invited by Drug and Allied Industries 
of Atlanta to prepare an article for publication in that journal. Time 
did not permit the preparation of a full-length article. I had been reflect- 
ing, however, upon some of our enforcement problems and upon the 
splendid attitude of most manufacturers in their endeavors to comply 
with the requirements of this very beneficent statute. I jotted down 
a brief statement which I called “The Creed of the Food and Drug 
Administration.” It represents my sincere and considered belief. 


I can do no better than quote it as the final word of this paper: 


We believe that the American consumer is entitled to pure, unadulterated, and 
honestly labeled foods, drugs, and cosmetics; that Congress in enacting the Food, 
Drug, and Cosmetic Act had as its clear objective the principle of promoting ‘honesty 
and fair dealing in the interest of the consumer’; that, in the language of the Supreme 
Court, ‘the purposes of this legislation touch phases of the lives and health of people 
which, in the circumstances of modern industrialism, are largely beyond self-protec- 
tion’; and that Congress intended to carry the consumer-protective provisions of the 
statute to the limits of constitutional authority. — 


We believe that most American manufacturers of foods, drugs, and cosmetics have 
the scientific knowledge, the technical equipment, and the will to produce articles 
which meet both the spirit and the letter of the law; that most American manufacturers 
recognize that consumer interest and producer interest are identical, and that practices 
adverse to consumer interest are likewise contrary to the interest of industry; and 
that most American manufacturers are making sincere and effective efforts to meet 
all legal requirements not only because they are the law but because it is the right 
thing to do. 


We believe that the Food and Drug Administration in enforcing the Food, Drug, 
and Cosmetic Act must keep ever before it the purposes of Congress; that fairness 
and regard for these purposes should infuse every enforcement procedure; that when 
judicial interpretations indicate that the language of the statute does not effect 
the full purpose of Congress it is the duty of the Food and Drug Administration 
to recommend corrective amendments; and that it must unrelentingly invoke the legal 
remedies provided by the statute to control violative actions by that small proportion 
of the industries which, through negligence, ignorance, or deliberation, ignore the 
requirements of the law to the detriment both of the consumer and the ethical 
manufacturer. 


[The End] 
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Under the Federal Food, Drug, and Cosmetic Act 


DANIEL P. WILLIS AND WILLIAM W. GOODRICH* 


THE OPINIONS OF THE COURTS BREATHE LIFE 
INTO THE ACT AND THE PUBLIC INTEREST HAS 
BEEN THE GUIDING PRINCIPLE OF DECISION. 





judicial decisions under the Federal Food, Drug, and Cosmetic 

Act, brought government counsel to grips with the most difficult 
problems yet to be litigated with regard to drug merchandising practices 
that may be controlled by the Act, and the ultimate disposition of those 
problems will have profound effects upon the future activities of enforce- 
ment. 


sk: YEAR 1947, while not productive of an unusual number of 


The case of the year was the Sullivan case, decided January 19, 
1948, by the Supreme Court of the United States. Because of its extreme 
importance, it over-shadows the Walsh decision of the Supreme Court, 
the denial of certiorari in the Olsen and Phelps-Dodge cases, and the 
decisions of the Circuit Court of Appeals for the Seventh Circuit in the 
Parfait Powder Puff and Kordel cases. 


Progress means forward movement, growth, or development. And 
any appellate court decision has far reaching and more or less permanent 
effects upon the development of the Act. Therefore, any account of 
judicial progress must take up all of the decisions, whether they be those 
in which we won and with which we are satisfied, or whether they be 
those in which we lost and with which we are most dissatisfied. 





*Mr. Willis is Assistant General Counsel, and Mr. Goodrich is Principal Attor- 
ney, Food and Drug Division, Federal Security Agency. 
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DRUG MISBRANDING 
(A) False or Misleading in Any Particular 


Twice during the year the appellate courts reasserted the principle 
that an article may be misbranded though the labeling claims made for 
it are literally true, if they have the capacity, nevertheless, to mislead. 
This principle, derived from the Vinegar decision under the Federal 
Food and Drugs Act of 1906,’ serves as an important guide to admin- 
istrative action. In United States v. Six Dozen Bottles . . . “Kuriko,” 
158 F. (2d) 667 [CCH Food Drug Cosmetic Law Reports § 7030], the 
Circuit Court of Appeals for the Seventh Circuit * applied the principle 
to the labeling of a laxative drug called ‘““Kuriko.’’ The labeling con- 
sisted in part of prominent displays entitled “Functional Constipation,” 
“Nervousness,” “Flatulence,” “Headaches,” and “Common Colds,” 
followed by pictures of persons shown to be in misery and distress 
apparently caused by these headlined conditions. The “fine print” quali- 
fied the claims to cover symptomatic relief in those instances in which 
the cause was functional constipation. The court held that the jury 
properly had found the labeling to be misleading. 

The most important ruling of the decision, however, is that it is 
for the trier of the facts—the judge or jury—to determine what the 
labeling of an article means, what impressions it creates, and whether 
any one of the representations made is either false or misleading in any 
particular. In the daily routine of our office, we are required to spend 
considerable time replying to motions to dismiss that are grounded upon 
the assertion that labeling claims involved are narrow and restricted, 
and, as a matter of law, neither false nor misleading in any particular. 
The fact questions inherent in such assertions must be left to the deter- 
mination of the fact finder and not disposed of on motion to dismiss 
or by related procedural devices which raise only questions of law. 


(B) Accompanying Such Article 
The Federal Food, Drug, and Cosmetic Act defines labeling to 
mean, among other things, all written, printed or graphic matter ‘‘accom- 
panying”’ an article of food, drug, device or cosmetic. Since the enact- 
ment of this law, hundreds of firms, in an effort to perpetuate false or 





1 United States v. 95 Barrels of Vinegar, ?See also United States v. One Device 
265 U. S. 438. . . . Colonic Irrigator, 160 F. (2d) 194, 200 
(CCA-10) [CCH Food Drug Cosmetic Law 

Reports § 7044). 
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misleading claims not outlawed by the old Food and Drugs Act, have 
adopted the evasive scheme of separating articles and their labeling while 
they are moving in interstate transportation. 


Through a gradual evolution starting with the Research Labora- 
tories decision,’ we had successfully maintained that the physical aspects 
of the transportation of a drug and its labeling were not crucial to a deter- 
mination of whether the labeling accompanied the article.* The courts 
were inclined to the view that the important inquiry was whether the two 
were together when presented to the purchaser. 


The first break in the line of decisions came in Alberty v. United 
States, 159 F. (2d) 278 (CCA-9) [CCH Food Drug Cosmetic Law 
Reports § 7034]. That case was argued by the appellant primarily 
upon the ground that the Act should, in a criminal prosecution, be con- 
strued strictly against the United States. The Circuit Court of Appeals 
for the Ninth Circuit, while sympathetic with that argument, rested its 
decision upon the ground that the criminal information did not charge a 
crime regardless of the criterion of construction that may be applied 
to the word “accompanying.” There is a difference of opinion as to 
the rationale of the decision. Some hold the view that the information 
was defective only in its failure to allege that the drug and its literature 
were to be used together by the consignee. Others believe that the 
decision was a distinct departure from precedent and an undue restric- 
tion upon the coverage of the Act. We recommended to the Solicitor 
General that a petition for certiorari be filed, but that office was of the 
opinion that the pleading defect, above noted, might preclude review. 
Instead, the Solicitor recommended that an amended information be 
filed which would cure the apparent defect and present the issue squarely 
for judicia: decision. 

At the time of the Alberty opinion, there was pending in the Circuit 
Court of Appeals at Chicago an almost identical case insofar as method 
of pleading was concerned. This was the Kordel case which differed, 
however, in that it involved a number of shipments of drugs and litera- 
ture, in some instances the literature going along in the shipping con- 








3 United States v. Research Laboratories, 
126 F. (2d) 42 (CCA-9, certiorari denied, 
317 U. S. 658). 

* United States v. 7 Jugs . . . Rakos, 53 
F. Supp. 746 (DC Minn. 1944). 

5 Link, Judicial Interpretation of the 
Words “Accompanying Such Article,’ 2 
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(June 1947). 

®See United States v. Lelord Kordel, — 
F. (24) —, (CCA-7, November 6, 1947) 
[CCH Food Drug Cosmetic Law Reports 
{ 7063], 
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tainer with the drug, and in other instances the two being separated in 
transit by periods ranging from two days to approximately a year 
and a half. 


As to the instances in which drugs and literature were physically 
together in transit, the defendant contended that the literature did not 
constitute labeling because some of it was intended to be mailed to pro- 
spective customers and the remainder was the subject of sale without 
regard to purchase of the drugs. The government's evidence showed 
and the trial court found that this literature was intended to be distrib- 
uted in relation to the drugs and was necessary to their sale. The court 
summarily disposed of the contention by holding that a mailing permit 
or a price tag printed on literature cannot insulate a shipper of drugs 
from liability. Upon the issue of accompaniment as it related to the 
remainder of the shipments, the court said: 

It is now generally held that in order to support a misbranding charge under the 
Act as amended and revised in 1938, it is not necessary that the matter alleged to 


accompany the product be shipped in the same container . . . nor even that it be 
shipped simultaneously 


* . . 


We agree with appellee that “the correct concept of ‘accompaniment’ is one of 
a commercial or business association , 


. . . 


We, too, are convinced that the test is not of physical contiguity but of textual 
relationship 


We agree with the District Court that, because the literature was shipped by 
appellant or at his order, to the same consignees as the products, related to those prod- 
ucts, and was intended to be distributed in relation to them, it did accompany the 
products into interstate commerce within the definition of the Act. To hold otherwise 
would be to permit evasion of the Act by the very easy subterfuge of printing a 
purchase price or a mailing permit on advertising matter otherwise unquestionably 
accompanying products into interstate commerce. 

Though the government's brief attempted to distinguish the 
Alberty case by attributing the decision to a pleading defect, the court 
stated that to the extent that Alberty limits the definition of the word 
“accompany” to mean only physical association and contiguity, it did 
not agree with the reasoning and was convinced that it was not in har- 


mony with the existing authorities. 


Had the decisions stopped with this ruling, we would have been 
in a favorable position for future action. But the next day, November 7, 
1947, the Circuit Court of Appeals for the Fifth Circuit ruled that, upon 
the authority of Alberty, “accompany means to go along with. In a 
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criminal and forfeiture statute the meaning cannot be stretched.” * That 
case arose under the seizure provisions of the law. It presented a clear 
conflict of decision with the Kordel opinion on the issue of accompani- 
ment, the Dotterweich*® opinion on the issue of construction, and the 
Lee *® opinion on the issue whether material which is by nature adver- 
tising can constitute labeling. On January 12, 1948, the Solicitor Gen- 
eral authorized a petition for certiorari to bring the accompaniment issue 
before the Supreme Court. 


(C) Adequate Directions for Use 


As the penal net of the statute was extended to reach evasive 
schemes attempted by the device of separating drugs and literature in 
transportation, those who were intent upon merchandising drugs through 
false and misleading claims resorted to the stratagem of reducing few 
claims to writing; instead, they returned to the practices of the old-time 
medicine show or to an even more drastic separation of drugs and litera- 
ture during transportation. Their method was to devise innocent appear- 
ing labels for their laxative, herbal, and vitamin preparations, but to 
make exaggerated oral or other advertising claims as to therapeutic 
efficacy. Ass lecturers and writers on health subjects, they purported 
to be spreading scientific information, but they used this guise only as 
a part of their merchandising schemes. 


The Act describes a drug as misbranded “unless its labeling bears 
adequate directions for use.” *° A product becomes a drug, under the 
definitions of the Act, largely because of the use for which it was 
intended." The purpose of providing for ‘‘adequate directions’ was to 
make self-medication safe and efficacious by requiring labeling informa- 
tion upon the basis of which a person might intelligently dose himself.’ 


Enforcement activities were directed against the increasing tendency 
of cutting down the labeling in favor of oral and other advertising claims 
calculated to promote the sale of the drug. These activities were under- 





1 Urbeteit v. United States, 164 F. (2d) 2 It is difficult to conceive of any infor- 
245 [CCH Food Drug Cosmetic Law Re- mation that could be more essential to the 


3 { 7065]. consumer regarding a drug which he can 

8 United States v. Dotterweich, 320 U. S. purchase without a physician's prescription 

277 (1943). than a statement of the disease conditions 

* United States v. Lee, 131 F. (2d) 464, for which the drug is intended to be used. 

466 (CCA-7; 1942). See United States v. Lee, 131 F. (2d) 464, 
#21 U. S. C. 352(f)(1). 466 (CCA-7; 1942). 


421 :;U. S. C. 321(g)(2)(3) (4). 
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taken to require full disclosure of intended uses and related information 
in the labeling. 

An interpretive regulation, promulgated shortly after the passage 
of the Act, provides that directions for use will not be regarded as 
adequate in instances in which they do not include directions for those 
uses for which the drug is prescribed, recommended, or suggested in its 
advertising disseminated or sponsored by or on behalf of its manufac- 
turer or packer.” 

This is nothing more than a requirement that an article shall bear 
adequate directions for its employment in all conditions for which it 
was intended to be used. And we think that the advertising is an 
appropriate place to look to determine the intended uses of an article. 
Even without the regulation, we had not regarded it inappropriate to 
resort to whatever extrinsic evidence that may be available to discover 
the intended uses in applying the requirement that the labeling shall bear 
adequate directions. Obviously, the intended uses must be determined 
to find whether the article is a drug. Once they are determined, the 
examination of the directions for use can proceed upon a realistic basis. 

No cases involving this application of the statute have yet reached 
the appellate courts, but there has been considerable activity in the dis- 
trict courts. One of the first cases to be terminated after contest 
was Linited States v. 150 Packages of “Bush Mulso Tablets” (DC Mis- 
souri) [CCH Food Drug Cosmetic Law Reports § 7059]. The charge 
of misbranding was drawn upon the basis of the interpretive regulation, 
it being alleged that the labeling of the drugs failed to bear adequate 
directions for use in the conditions for which they were prescribed, 
recommended, or suggested in their advertising. 


The defense was that the articles were no longer ‘‘in interstate com- 
merce’ when the oral advertising claims were made. The subsidiary 
assertion was made that the case represented an effort to control adver- 
tising under the Federal Food, Drug, and Cosmetic Act. While we 
argued that the advertisements were in the case only as evidence of 
intended uses of the drugs, the district court found it unnecessary to 
consider those claims or the validity of the interpretive regulation. Judge 
Moore found that the articles were intended for drug use, and contained 
no adequate directions for such intended uses. 





#21 C. F. R. Cum. Supp. 2.106(a)(1). 
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In United States v. Colgrove, [CCH Food Drug Cosmetic Law 
Reports § 7046], the District Court for the Southern District of Cali- 
fornia passed directly upon the validity of the interpretive regulation 
and issued an injunction. In still another case, pending in the District 
Court for the Northern District of California, the labeling of an article 
of drug was alleged to be inadequate because it failed to state any con- 
ditions for which the article was intended to be used. United States v. 
33 Bottles of Rico Tablets, F.D. C. 22157. A motion to dismiss, attack- 
ing the theory of the action, has been overruled and the case is to be 
tried in the spring. 

The requirement of adequate directions for use is the very key- 
stone of the drug misbranding provisions. The basic design of the 
misbranding provisions is, first, to require that the labeling be completely 
informative in a manner which will facilitate intelligent self-use, 21 
U. S. C. 352(£)**; second, to require that the information be given truth- 
fully and without misleading implications, 21 U. S. C. 352(a); and 
third, to require that the drug be safe for use under the conditions pre- 
scribed, recommended, or suggested in the labeling, 21 U. S. C. 352(j). 
If information essential to the intelligent use of a drug may be omitted, 
the public is denied not only vitally necessary information but also the 
protection intended by the other two provisions. All manner of misrep- 
resentations could be made outside the labeling, and dangerous drugs 
could be marketed with impunity. It is no answer to assert that the 
Federal Trade Commission has the power to prevent false advertising. 
The information which the Federal Food, Drug, and Cosmetic Act 
requires in labeling cannot be supplied by advertisements which do not 
constitute labeling. 

The government does not contend that the oral representations con- 
stitute labeling, and it is not attempting to control advertising through 
the Federal Food, Drug, and Cosmetic Act. It is our position that 
21 U.S. C. 352(£)(1) makes the affirmative requirement that the label- 
ing of a drug must bear adequate directions for use in all conditions for 





™ House of Representatives Report 2139, tended to make self-medication safer and 
Seventy-fifth Congress, Third Session, more effective. For this purpose pro- 
page 8: visions are included in this_ section 
“Other provisions of section 502 [21 requiring the appropriate labeling of 
U. S. C. 352] are designed to require the habit-forming drugs, requiring that 
labeling of drugs and devices with in- labels bear adequate directions for use 
formation essential to the consumer. The and warnings against probable misuse, 
bill is not intended to restrict in any and setting up appropriate provisions for 
way the availability of drugs for self- deteriorating drugs.’’ (Italics added.) 


medication. On the contrary, it is in- 
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which the drug is intended and for which the purchaser is led to believe 
that the drug is effective, regardless of whether the intent is drawn from, 
or the belief is engendered by, oral representations, labeling statements, 
or advertising claims. There is nothing novel in looking outside the 
labeling to ascertain the uses for which the articles were offered to the 
public. The requirement of adequate directions is not restricted to those 
uses for which the drug is prescribed, recommended, or suggested in the 
labeling thereof, and no such restrictive interpretation is warranted. 


If a purveyor of drugs, through whatever medium he may use, 
creates the impression in the mind of the potential purchaser that a 
drug is effective in the treatment of specific disorders, we contend that 
the Act requires him to put into the labeling of that drug adequate 
directions for use in those conditions. This requirement is fairly within 
the language of the statute and substantially assists in fulfilling its 
purpose. It is in the interest of the public health and imposes no serious 
burden upon honest business. 


(D) Evidence Problems in Cases Involving False and 
Misleading Claims for Drugs and Devices 


It seems clear enough that in cases in which the object is to deter- 
mine the truth or falsity of a claim of therapeutic efficacy or diagnostic 
capability made for a drug or device, the best evidence should come from 
professional men. 


But the Tox-Eliminator case ** illustrates the scepticism with which 
some judges receive medical testimony.** The device was quite simple 
—it was designed to wash out the colon and was not different in its 








essentials from an ordinary enema apparatus. 


It was represented as 





% United States v. One Device . . . Co 
lonic Irrigator, 160 F. (2d) 194 (CCA-10) 
[CCH Food Drug Cosmetic Law Reports 
4 7044). 

% The trial judge said: 

“I will say quite frankly for the bene- 
fit of counsel—and you may make such 
use of it in the appellate courts as you 
desire or think it worth while—that from 
a life-long experience I have very little 
faith personally in the effectiveness of 
medicines, speaking generally. Anesthet- 
ics and a few others have proven their 
worth—temporary use. My observation 
going over a great number of years is 
that medicines used for various troubles 
and diseases have changed from decade 
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to decade. The remedies for various dis- 
eases, most of them, have changed from 
the time I was a boy to the present time, 
and medical men of the same school 
today would tell you the medicines used 
by your grandfather and mine were 
harmful rather than beneficial, for many, 
many diseases.’’ 

See also Urbeteit v. United States [CCH 
Food Drug Cosmetic Law Reports { 7065], 
in which the Circuit Court of Appeals con- 
ceded that the government's witnesses 
‘“‘were men of high standing in medicine 
and in the electrical arts,’ but gratuitously 
added that the most eminent physicians 
and scientists have been wrong in the past. 
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a cure-all. The government's case was based upon the testimony of 
five medical men who were well qualified in their respective fields. They 
testified that, while they had never used the particular device nor seen 
it in operation, they understood the principles on which it operated, and 
that it would not, and why it could not, do the things claimed for it. 
They explained the physiology of the human system as it related to the 
claims, and described the methods used for dealing with the diseases 
in question. 

The trial judge admitted the testimony but refused to consider 
it substantial evidence even though uncontradicted in large part. This 
because the medical men had neither tested the device nor seen it in 
operation. The ruling was held to be error. 


The ruling of the trial court meant that the government could not 
prove misrepresentation of a simple device, which operated on a method 
of therapy well understood in the medical profession, without subjecting 
the device to elaborate tests which would not add to the medical knowl- 
edge already in existence. Such a rule had not been applied theretofore, 
and its establishment as a controlling principle was fraught with serious 
potentialities. If it were to be generally applied, claims for any device 
which are patently false and fraudulent could not be exposed and the 
public protected from its use without a series of clinical tests. The 
evidence adduced through the expert witnesses established that the 
representations in the labeling were false in fact. They testified to 
established medical information and knowledge. To deny medical testi- 
mony all probative value unless predicated on direct clinical experimen- 
tation would be to return to an age now past when the practice of the 
healing arts was frequently based on superstition rather than on the 
experience and knowledge of a skilled and learned profession. The 
opinion of the Circuit Court of Appeals only followed precedents previ- 
ously established under the Federal Food, Drug, and Cosmetic Act and 
the Federal Trade Commission Act. 

It should be clear enough also that a layman should not be per- 
mitted to express opinions upon medical matters, whether the opinions 
be his own or those of some physician. Notwithstanding this, however, 
the generality that a layman may testify as to symptoms and pain "’ is 
frequently misapplied. 





1 Urbeteit v. United States, 164 F. (2d) 
245 (CCA-5) [CCH Food Drug Cosmetic 
Law Reports { 7065). 
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Most cases arising under the Act because of alleged misbranding 
of drugs and devices give rise to the problem of proper limitations upon 
lay testimony. Despite the government's effort to present cases involv- 
ing medical fact upon scientific bases, the general practice for persons 
who can obtain no evidence to establish their cases by scientific means 
is to offer persons who are willing to testify that great benefits have been 
effected from what they thought was a serious disease such as cancer 
or from what some physician had told them was cancer. There are 
many decisions of intermediate appellate courts which clearly indicate 
that evidence of that kind is improper. If the layman expresses his 
own opinion on a medical question, it should be excluded on the ground 
of incompetency. Such testimony can come only from a medical man.** 
If the layman offers to testify with regard to what a physician has told 
him as to his disease, the evidence should be excluded as hearsay.’® 

These rules have not been settled in food and drug cases, with the 
result that there is great diversity of procedure in the trial courts. A 
common practice is to admit the evidence in nonjury trials and to dis- 
count the weight given to it. Cf. United States v. Sulfa-Seb, 54 F. Supp. 
759, 762 (DC Mo.); and Federal Trade Commission v. Kay, 35 F. (2d) 
160 (CCA-7). This solution obviously is not practical for application 
in jury trials. Cases important to the protection of the public health 
are jeopardized by uncertainty which at times permits a parade of lay 
witnesses who honestly, but without cause, believe that miraculous cures 
of serious diseases have been effected by nostrums and the machines of 
medical fakers. 

This results primarily from the feeling that certainly these people 
know best what their symptoms were and when their pains decreased. 
The fallacy of the admission of such evidence in the absence of a diag- 
nostic foundation being given is that, without such foundation, the evi- 
dence may or may not be relevant to the case. For example, the charge 
may be that a drug is falsely represented as a cure for cancer. A lay 
witness is presented by the defense who offers to testify that a sore on 
his body healed after use of the drug. He offers also to testify that 
the pain decreased after he took the medicine. This evidence is offered 
certainly to create the inference that the man had cancer and that the 





% Aetna Life Ins. Co. v. Kelley, 70 F. (2d) 823, 825 (CCA-5);: United States v. 
(2d) 589, 593 (CCA-8), and United States v. Hill, 61 F. (2d) 651, 653 (CCA-9); and 
McCreary, 105 F. (2d) 297 (CCA-9). Harris v. United States, 70 F. (2d) 889, 

1% United States v. Buck, 70 F. (2d) 1007 890 (CCA-4). 

(CCA-5); Luke v. United States, 84 F. 
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drug eradicated the disease. Since the contested issue is not whether 
the drug will cure open sores and will have an analgesic effect, but 
rather whether it is efficacious in the cure of cancer, it seems to us 
the evidence should be admitted only when its relevancy is established 
by a proper diagnostic foundation. 


Careful application of the rules of evidence on these points is essen- 
tial if effective enforcement is to be had by means of procedures involv- 
ing trial by jury. It is hoped the Urbeteit case will elicit some guiding 
principles from the Supreme Court in this respect. 


FOOD ADULTERATION 


(A) Js a Standard a Necessary Prerequisite To Preventing 
Economic Adulteration 


Two cases decided the question whether a truthfully labeled article 
of food may be regarded as adulterated because damage or inferiority 
has been concealed *° or because any substance has been added thereto 
or mixed or packed therewith so as to make it appear better or of greater 
value than it is,” in the absence of a standard of identity for the food.” 


The district court, in the Pop’N Oil case, held that artificially 
flavored and colored mineral oil prepared to simulate butter oil or vege- 
table oil dressings for popcorn, but truthfully labeled, was not adulter- 
ated. The controlling reason was that no standard of identity had been 
prescribed for popcorn dressing. 


Said the court: 


To conclude that a food for which a standard of identity has not been promul- 
gated is exempt from the economic adulteration provisions of the Act would result 
in rendering inoperative all of 21 U. S. C. 342(b). The Administrator is not required 
to promulgate definitions and standards of identity for foods under any and all con- 
ditions. Administrative selectivity in such standardization is a part of his discretion 
and responsibility. To permit a class of foods not so selected to escape other applicable 
provisions of the law would create a loophole which the Act sought to avoid. 


The Midfield Packers case arose from what we regarded as one 
of the oldest kinds of adulteration known to food processing, i. e., the 
substitution in part of water for fruit and sugar in preparing frozen 
fruits. The court held that in order that there be an adulteration there 





*” 21 U.S. C. 342(b)(3). [CCH Food Drug Cosmetic Law Reports 
7121 'U. S. C. 342(b) (4). { 7066]; and United States v. Midfield 
22 United States v. 36 Drums ... Pop’N Packers, oral opinion of Judge Leavy, DC 


Oil, 164 F. (2d) 250 (CCA-5, Nov. 14, 1947) Washington, Nov. 3, 1947, F. D. C. 22018. 
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must be a standard, and that if there were no standard it could not deter- 
mine whether there had been an adulteration of the product. This was 
a criminal case and the decision was rendered after the court had heard 
the evidence for the government. Despite the judge's expressed interest 
in preserving the government's right of appeal, jeopardy attached and 
appeal was impossible. 


(B) “Otherwise Unfit for Food” 


Salamonie Packing Company v. United States, — F. (2d) — 
(CCA-8, Jan. 6, 1948) [CCH Food Drug Cosmetic Law Reports 
{| 7073], again reiterated that the words “or if it is otherwise unfit for 
food" do not qualify the remainder of 21 U. S. C. 342(a)(3). That 
section provides that a food shall be deemed to be adulterated “‘if it 
consists in whole or in part of any filthy, putrid or decomposed sub- 
stance, or if it is otherwise unfit for food.” The court noted that for 
years food processors have been endeavoring unsuccessfully to secure 
a ruling which would compel the government in cases involving filth 
or decomposition to prove that the article of food contained so much 
decomposed material or so much filth as make it unfit for human con- 
sumption. The attempt failed again in this case. We regarded the 
food involved as unfit—it was prepared from partly rotten tomatoes— 
but we did not believe that evidence of unfitness independent of the 
evidence showing the presence of rog was required. 


PROHIBITED ACTS 


(A) Activities Intrastate in Character 


Both the Walsh case ** and the Sullivan case ** dealt with Federal 
control of activities which were essentially local in character. The Walsh 
decision involved the interpretation of 21 U. S. C. 331(h). That pro- 
vision proscribes “the giving of a guaranty or undertaking referred to 
in 21 U. S. C. 333(c)(2), which guaranty or undertaking is false 
* * *." The court held that this section had been violated by the act 
of giving a false guaranty regardless of whether the person receiving 
the guaranty shipped the article covered thereby in interstate commerce. 





23331 U. S. 432 [CCH Food Drug Cos- *%161 F. (2d) 629 (CCA-5) [CCH Food 
metic Law Reports { 7052}. Drug Cosmetic Law Reports { 7050]; re- 
versed (U. S. Sup. Ct. 1948) [CCH Food 
Drug Cosmetic Law Reports {§ 7076; page 

131 herein]. 
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It was enough to show effect upon interstate commerce, and, thereby, 
to sustain the validity of the section so construed, that the person receiv- 
ing the guaranty was engaged in an interstate business. It is interesting 
to note in connection with this case that Justice Murphy who wrote the 
dissenting opinion in LInited States v. Dotterweich, 320 U. S. 277, cited 
the majority opinion in that case with approval. 


The Sullivan case was decided on January 19, 1948. It involves 
Section 301(k), 21 U. S. C. 331(k), which prohibits 

(k) The alteration, mutilation, destruction, obliteration, or removal of the whole 
or any part of the labeling of, or the doing of any other act with respect to, a food, 


drug, device, or cosmetic, if such act is done while such article is held for sale after 
shipment in interstate commerce and results in such article being misbranded. 


The case went to the Supreme Court upon the government's con- 
tention that the section applies to the activities of a local pharmacist 
in taking a prescription drug that previously had passed in interstate 
commerce from its properly labeled container, placing it in a pill-box 
and offering it for sale without a prescription and without having trans- 
posed the warnings from the interstate container to the pill-box. 

The court was divided six-to-three. The majority opinion by 
Mr. Justice Black**® held that the section had been violated. The 
reasoning was (1) the language of the section should be given its fair 
meaning and not distorted because of constitutional doubts; (2) the 
scope of ‘the offense must not be narrowed as applied to drugs by 
envisioning extreme possible applications of its provisions to food and 
cosmetics, which cases may be treated by the Administrator as minor 
violations and warnings given; (3) the unambiguous language of the 
section, the chief purpose of which is to keep the label intact for the 
information and protection of consumers, “broadly and unqualifiedly 
prohibits misbranding articles held for sale after shipment in interstate 
commerce, without regard to how long after the shipment the misbrand- 
ing occurred, how many intrastate sales intervened, or who received the 
articles at the end of the interstate shipment’; (4) this meaning of the 
section “is thoroughly consistent with the general aims and purposes 
of the Act” which ‘was designated primarily to protect consumers from 
dangerous products,” and the section was necessary to extend the cov- 
erage of the Act ‘‘to every article that has gone through interstate com- 
merce until it finally reaches the consumer”; and (5) McDermott v. 





% Joined by Chief Justice Vinson and Justice Rutledge wrote a separate concur- 
Justices Douglas, Murphy and Burton. Mr. ring opinion. 
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Wisconsin is authority which sustains the power of the Federal gov- 
ernment under the commerce clause ‘to regulate the branding of articles 
that have completed an interstate shipment and are being held for future 
sales in purely local or intrastate commerce.” 

Both the separate concurring opinion and the dissent were con- 
cerned with the far-reaching effect of this application of the statute. 
It was contended that it would “make criminal every corner grocer who 
takes a stick of candy from a properly labeled container and sells it with- 
out wrapping it in a similar container.” 

Mr. Justice Rutledge found in.the Act provisions relating to food 
misbranding which were sufficiently unlike the provisions relating to 
drug misbranding to take the force from the contention. He pointed 
out that there is no provision directly comparable to Section 502(f) 
as regards foods or cosmetics. And he found by contrast that one of 
the sections dealing with food misbranding called for exemptions in 
those cases in which compliance was impractical. And that section was 
cited by the respondent as the principal one under which the retail 
grocer would be made a criminal. From this, Justice Rutledge con- 
cluded that the labeling requirements for drugs are much more rigid 
and invariable than those regarding food; and that the corner grocer 
does not occupy the same position of jeopardy as does the druggist. 

Mr. Justice Frankfurter’s dissent ** did not directly touch the con- 
stitutional question. He stated that “the doing of any other act” as 
used in 301(k) should be read with “alteration, mutilation, destruction, 
obliteration, or removal.” So read, he did not find it applicable to the 
conduct of transferring an article from a properly labeled bulk container 
“to a small paper bag, without transposing the label of the jar to the 
paper bag.” 

There has not yet been time for an exhaustive analysis of the 
opinions. However, this important decision is fully reproduced in this 
issue of the Food Drug Cosmetic Law Quarterly, at pages 131 and 
following. 

(B) Responsibility for Procuring Distribution of 
Adulterated Product 

Another paper will discuss this point in considerable detail.*” In 

the interest of presenting a complete review of the year’s important deci- 





7% Joined by Mr. Justice Reed and Mr. *™ Kleinfeld, Responsibility for the Dis- 
Justice Jackson. tribution of Foods, Drugs, or Cosmetics, 
page 35 herein. 
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sions, we need only mention United States v. Parfait Powder Puff Com- 
pany, 163 F. (2d) 1008 (CCA-7; 1947) [CCH Food Drug Cosmetic 
Law Reports § 7064], certiorari denied January 12, 1948, 16 Law 
Week 3214. 


THE SEIZURE PROVISIONS 


The seizure provisions of the statute ** provide that any article 
that is adulterated or misbranded when introduced into or while in inter- 
state commerce may be proceeded against while in interstate commerce 
or at any time thereafter on libel of information and condemned. 


(A) “Any Article of Food, Drug, Device, or Cosmetic” 


The courts have considered the meaning of “article’’ and the clause 
“or at any time thereafter” during the year. Gellman v. United States, 
159 F. (2d) 881 (CCA-8) [CCH Food Drug Cosmetic Law Reports 
| 7045], affirmed and expressly approved the district court decision ** 
which we discussed in our paper last January. This decision clearly 
establishes the right of the government to insist upon condemnation of 
an entire shipment of a food, drug, device or cosmetic even though only 
a small portion of the shipment is shown to offend the law. In brief, 
“article,"’ as used in this part of the statute, means the entire shipment. 


(B) “At Any Time Thereafter” 


The Olsen case *° determined the right of the United States to 
pursue a therapeutic device, which was misbranded while in interstate 
commerce, to the home of the consignee to effect seizure. The Circuit 
Court of Appeals upheld the constitutionality of this application of the 
statute, and stated that it is immaterial that the consignee had purchased 
and paid for the machine, had it in his home, was satisfied with it and 
desired to keep it, that the machine was not inherently dangerous or 
harmful, that the consignee did not intend to use it commercially, and 
that the consignee believed that he and his mother had been benefited 
by the device. 

(C) Release Under Bond 


The seizure provisions of the Act also authorize, after entry of a 
decree of condemnation, the release of articles in order that they may 





%21 U.S. C. 334. 161 F. (2d) 669 (CCA-9, certiorari 
* United States v. 43% Gross Rubber denied October, 1947) [CCH Food Drug 
Prophylactics, 65 F. Supp. 534 (DC Minn.). Cosmetic Law Reports § 7051]. 
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be brought into compliance with law under supervision." A test of 
the applicability of this section was taken to the Circuit Court of Appeals 
for the Fourth Circuit during 1947.°* The issue which the appellant 
attempted to present on appeal was whether the trial court, not having 
received evidence on the practicality of the claimant's proposal, had 
abused its discretion in refusing to release butter which the jury had 
found to be contaminated with filth and the products of decomposition 
for conversion into butter oil. The government opposed the release of 
the article for that purpose, and the court heard extended arguments of 
counsel but the only evidence offered was an affidavit filed on behalf 
of the government to the effect that no process was known to it by which 
the adulteration could be removed. The Circuit Court of Appeals has 


sustained the action of the district court. 


(D) Interpleading Third Parties in Seizure Actions 


Seizure actions brought by the United States sometimes develop 
private controversies between individuals as to the responsibility for 
adulteration or misbranding and as to who, among several interested 
persons, is to bear the financial loss resulting from condemnation. 


These private controversies sometimes are injected into the seizure 
actions. For example, in one case a district court would not allow a 
claimant of adulterated beer to retrieve the bottles until the local con- 
signee had been made whole for his financial losses. 


Until 1947, there were no decisions discussing the relation of the 
private dispute to the seizure. In United Statesv.74Cases . . . Plum 
Jelly, 73 F. Supp. 1009 (DC Minn.) [CCH Food Drug Cosmetic Law 
Reports § 7072], both the shipper and the consignee filed claims. The 
consignee moved for permission to file a warranty covering the sale 
in order to establish the financial liability of the shipper for the loss. 
The court denied the motion for the reason that its only jurisdiction over 
the shipper, a Florida corporation, was to determine the government's 
right of condemnation, and the claim for damages for breach of war- 
ranty was foreign to the issues to be determined in the seizure action. 





121 U. S. C. 334(d). United States, — F. (2d) — (CCA-4) [CCH 
% 338 Cartons of Butter, etc., Bowser Food Drug Cosmetic Law Reports {§ 7075]. 
Sales and Trading Corp., Claimant v. 
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INJUNCTIONS 


Three reported decisions deal with the statutory injunction method 
of enforcement.** Hygrade Food Products Corporation v. United 
States, 160 F. (2d) 816 (CCA-8) [CCH Food Drug Cosmetic Law 
Reports § 7048], is the first appellate ruling upon the permissible scope 
of the injunctive decree. The injunction restrained the shipment of food 
products from the defendant's Manchester, Iowa, plant for a period 
of two years. It applied to all shipments from that plant and precluded 
the defendant from applying for modification of the decree within the 
two-year period. The trial judge's reasons for issuing this broad injunc- 
tion were that the milk supplied to the defendant was contaminated in 
part with filth and that the competitive situation precluded the defendant 
from rejecting all of the milk that should be rejected. The Circuit Court 
of Appeals found the decree objectionable in that it absolutely closed 
the door of the court on the defendant for an arbitrary period of two 
years regardless of any changes which might be brought about during 
that time. On this point, the appellate court held that the decree should 
be ambulatory in nature so that it might be changed as events changed. 
The court held also that the district court's jurisdiction was limited to 
restraining only those shipments which violated Section 331. As applied 
to acts not prohibited by the statute, the injunction could not be sustained. 


Two opinions were rendered by the district court in LInited States 
v. Dean Rubber Manufacturing Company, et al.** That is an action 
for criminal contempt instituted under 21 U. S. C. 332(b). The first 
decision deals with the method of charging contempt against persons 
who were not parties to the action for injunction but who are proceeded 
against as contemnors by reason of their willful violations of the decree. 


An amended information was filed after this decision and motion 
to dismiss was made upon the ground that the violations occurred more 
than one year before the filing of the information and were barred by 
the limitations provided in Section 25 of the Clayton Act, 28 U.S. C. 390. 


The court pointed out, however, that criminal contempt under the 
Federal Food, Drug, and Cosmetic Act was not made a proceeding sub- 
ject to all of the provisions of the Clayton Act; that Congress had only 





#21 U. S. C. 332. 
*71 F. Supp. 96 and 72 F. Supp. 819 
(DC Mo.) [CCH Food Drug Cosmetic Law 


Reports { 7061]. 
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drawn upon the practice and procedure of Section 22 of that Act; and 
that, aside from that narrow field, criminal contempt proceedings under 
this law are not different from criminal contempts known in law and 
in equity prior to the passage of the Act. 


JUDICIAL REVIEW OF REGULATIONS 


The only reported decision dealing with this problem during 1947 
was an opinion by the District Court for the District of Columbia ren- 
dered in an action for declaratory judgment.*® The complainant alleged 
that it had filed a petition for an amendment to the standard of identity 
for sweet chocolate so as to permit the optional use of vitamins. It 
alleged that its petition, which it attached to the complaint, stated reason- 
able grounds for the holding of a hearing on the proposal to amend, 
and charged that the Administrator arbitrarily had refused to order 
the hearing. 


The Administrator's reasons were grounded upon the statement of 
policy theretofore issued to explain the basis on which he would take 
action with regard to applications of this kind. The Administrator filed 
a motion to dismiss, and it was upon the denial of this motion the opinion 
of the court was rendered. Although the opinion is not entirely clear, 
it appears that the reason for the denial was that the court concluded 
that the application stated reasonable grounds for the holding of the 
hearing. In this, we believe, the court erred in substituting its judgment 
for that of the Administrator. The court apparently thought that the 
statement of policy was additive to the statutory basis for administra- 
tive action and that if it were true that vitamins had been permitted 
in other standards, that the British Ministry of Food had permitted the 
practice of adding vitamins to chocolate, that the United States Army 
and the American Red Cross had used quantities of vitami2d chocolate, 
then the refusal to hold the hearing was arbitrary. An answer has been 
filed in which the reasons for the denial of the application for hearing 
are more fully explained. 

While this appears to present to a district court a question which, 
had the hearing been held, would go only to the Circuit Court of 
Appeals, it was believed necessary that the answer be made as a step 





% Cook Chocolate Co. v. Miller, 73 F. 
Supp. 573 [CCH Food Drug Cosmetic Law 
Reports { 7056). 
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preliminary to obtaining review upon the issue whether the complaint 
stated a case of actual controversy within the meaning of the Dec- 
laratory Judgments Act. 


The only other judicial treatment in review proceedings occurred 
with respect to Washington State Apple Advertising Commission v. 
Federal Security Administrator, 156 F. (2d) 589 (CCA-9) [CCH 
Food Drug Cosmetic Law Reports § 7018]. The court had dismissed the 
petitions for review on the ground that the order did not adversely 
affect the petitioners because it related only to fluorine, a gas, and not 
to compounds of fluorine such as cryolite which was the product used 
by petitioners. This in effect nullified the order fixing a tolerance for 
spray residue on apples and pears for it was well known by all who 
participated in the proceeding that fluorine is never used in its gaseous 
state as an insecticidal spray. The government first moved for recon- 
sideration and clarification of the opinion by the Circuit Court of Appeals. 
This petition rested with the court from August to December, 1946, when 
it was denied without opinion. Thereafter, the Administrator moved the 
court to remand the proceedings in order that he might clarify the findings 
in order to express his intention that the order apply to the fluorine com- 
ponent remaining as insecticidal spray residue after use of fluorine-con- 
taining compounds. This motion also was denied without opinion, 
with the result that the Administrator's order has been effectively nullified 
without being set aside upon judicial review. 


CONCLUSION 


Despite the ups and downs that go with litigation—the elation one 
naturally feels when a particularly difficult case is won and the disap- 
pointment that comes from the denial of certiorari or an adverse decision 
not even accompanied by an opinion—experience under this Act shows 
that this regulatory statute, in which courts and juries serve as agents 
of enforcement, can and does work. The courts have not neglected the 
responsibilities entrusted to them as a coordinate arm of enforcement **; 
their opinions continue to breathe life into the Act; and the public inter- 
est has been the guiding principle of decision. [The End] 





% See Hecht Co. v. Bowles, 321 U. S. 321, 
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Responsibility for the Distribution 


of Foods, Drugs, or Cosmetics 


VINCENT A. KLEINFELD* 
EVEN THE HIGHEST DEGREE OF CARE DOES NOT 
ABSOLVE A PRINCIPAL FROM LIABILITY BECAUSE 
OF THE ACTS OF HIS AGENT IN SHIPPING AN 
ADULTERATED PRODUCT IN INTERSTATE COMMERCE 


for the Seventh Circuit, in United States v. Parfait Powder Puff 

Company,’ rendered a significant opinion bearing on the responsi- 
bility of those who are “engaged in procuring the manufacture and 
distribution” in interstate commerce of food, drugs, devices, or cosmetics 
that are adulterated or misbranded under the Federal Food, Drug, and 
Cosmetic Act. The opinion, in its reasoning and language, may be 
said to go beyond the holding of the Supreme Court in Linited States v. 


Dotterweich.? 


r VHE UNITED STATES CIRCUIT COURT OF APPEALS 


Facts of Parfait Case 


In the Parfait Powder Puff case, the defendant was a corporation 
engaged in the manufacture and sale of cosmetic products. In May 
of 1943, the defendant, through its president, entered into an arrange- 
ment with Helfrich Laboratories for the manufacture, packaging, and 
distribution of hair lacquer pads. Helfrich was a manufacturer of cos- 
metics and semi-pharmaceutical products, but sold nothing under its 





* The views expressed in this article are a writ of certiorari was denied by the Su- 
not intended to represent the official posi- preme Court on January 12, 1948. 
tion of the Department of Justice. 2 320 U. S. 277. 

1163 F. (2d) 1008 [CCH Food Drug Cos- 
metic Law Reports { 7064]. A petition for 
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own label. Under the arrangement (1) the defendant undertook to 
supply Helfrich with jars, caps, labels, display cards, flannel pads, and 
shipping containers; (2) Helfrich agreed to impregnate the pads with 
a shellac hair lacquer, and to package and label them with labels bearing 
the defendant's name and address; and (3) Helfrich undertook to ship 
the finished product to defendant's customers pursuant to shipping 
instructions and bills-of-lading supplied by the latter. The bills-of- 
lading bore the defendant’s name and address as consignor. The 
defendant reserved, and through its general sales manager frequently 
exercised, the right to appear in the shipping room of Helfrich and 
direct that certain orders be given priority over others and shipped 
immediately. The defendant would invoice its customers for the prod- 
ucts which Helfrich had shipped to them at its request; and when 
Helfrich shipped the product c. o. d., the defendant received the 
collection money. 


The sample of shellac lacquer submitted by Helfrich, when the 
arrangement with the defendant was first made, was tested by the 
defendant and found satisfactory. Subsequently, apparently without 
the defendant's knowledge, Helfrich substituted a gum for the shellac 
in the lacquer because of the difficulty in obtaining shellac. The gum, 
which was the basis of the prosecution, was deleterious in nature. As 
soon as the defendant learned of the substitution, it forbade use of 
the gum. On the basis of these facts, the defendant was prosecuted 
by means of criminal information for having introduced into interstate 
commerce an adulterated cosmetic* and was convicted in the district 


3 Sections 301 (a), 601 (a) [21 U. S. C. 331 
(a), 361 (a)]. 





VincENT A. KLEINFELD 
Head, General Regulations Unit, Criminal 
Division, Department of Justice 
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court. The judgment of conviction was sustained by the Circuit Court 
of Appeals for the Seventh Circuit. 


Liability of Corporation for Acts of Its Agents 


The establishment of criminal liability upon a corporation for the 
acts of its agents is a comparatively recent development.‘ Many of the 
earlier writers on common law were of the view that a corporation could 
not commit a crime. In Blackstone's Commentaries, Chapter 18, Sec- 
tion 12, it was stated that “A corporation cannot commit treason, or 
felony, or other crime in its corporate capacity, though its members may 
in their individual caapcities."" It was maintained by many that Con- 
gress could not, under the Constitution, impute to a corporation the 
commission of a criminal offense and subject it to criminal prosecution 
because of the acts of its agents and officers. It was urged that to take 
the money of a corporation for a crime committed by the individuals 
who controlled it was to take the property of every stockholder. These 
contentions were necessarily rendered obsolete by the development and 
growth of the modern corporation. 


The provision in the Food and Drugs Act of 1906 ° with respect 
to the prosecution of corporations illustrates the careful phraseology 
which was deemed necessary to hold corporations liable for corporate 
activities which violated a criminal statute.. Section 12 of that statute ° 
provided that “the act, omission, or failure of any officer, agent, or 
other person acting for or employed by any corporation, company, 
society, or association, within the scope of his employment or office, 
shall in every case be also deemed to be the act, omission, or failure of 
such corporation, company, society, or association as well as that of 
the person.”’ It was no longer believed necessary, when the Federal 
Food, Drug, and Cosmetic Act was enacted, to insert such provision 
in the statute. “By 1938, legal understanding and practice had rendered 
such statement of the obvious superfluous.” * 


The defendant in the Parfait Powder Puff case contended that, 
while it had directed the interstate shipment of pads dipped in non- 
deleterious shellac lacquer, it had not authorized the interstate ship- 





*Note New York Central and Hudson 621 U.S. C. 4 (1934 ed.). 
River Railroad Company v. United States, t United States v. Dotterweich, 320 U. S. 
212 U. S. 481, 495. 277, 282. 

521 U. S. C. 1 et seq. (1934 ed.). 
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ment of pads dipped in deleterious gum lacquer. But even the highest 
degree of care would not seem to absolve a principal from liability 
because of the acts of his agent under a statute such as the Federal 
Food, Drug, and Cosmetic Act.* For it is now well-settled that statutes 
imposing criminal liability for acts which may be dangerous to the public, 
even when committed without knowledge or intent to harm, have as 
their aim the inculcation of an attitude of the most vigilant care on the 
part of those responsible for the operation of the enterprise involved.® 


The Dotterweich Case 


In the Dotterweich case, the problem before the Supreme Court 
was whether an officer of a corporation which had violated the Federal 
Food, Drug, and Cosmetic Act could be held liable criminally although 
the corporation was not the officer's alter ego, and the officer had not 
personally supervised the particular acts done. Four Justices were of 
the opinion that it had not been the intent of Congress to hold a cor- 
porate officer generally responsible for the corporate acts; and there is 
no question but that Congress could have provided that, in a situation 
such as that present in the Dotterweich case, only the corporation could 
be held liable and not the corporate officers or agents.'° The majority 
of the Court declared, however, that the history of the Act, its purposes, 
terms, and extended practical construction led away from such a result 
once the Court freed its mind “from the notion that criminal statutes 
must be construed by some artificial and conventional rule.”’ ** The Court 
held that the defendant officer could be held liable under the 1938 Act 
on the basis of his authority and responsibility as an officer. The Court 
refused to take the view that Congress had intended individual liability 
to rest on the misty uncertainty involved in the disregard of the cor- 
porate entity. The criterion utilized by the Court, and relied on by 
the Circuit Court of Appeals for the Seventh Circuit in the Parfait 
Powder Puff case, was whether the defendant had had a responsible 
share in the carrying out of the forbidden transaction. In the Dofter- 








8’ Note Weeks v. United States, 224 Fed. 
64, 68 (CCA-2), affirmed on other grounds, 
245 U. S. 618; Barnes et al. v. United 
States, 142 F. (2d) 648, 651 (CCA-9); 
United States v. Wilson et al., 59 F. (2d) 
97 (DC Wash.); Groff v. State, 171 Ind. 
547, 85 N. E. 769; United States v. Buch- 
anan, 9 Fed. 689 (DC N. C.); State v. 
Field, 95 Vt. 375, 380-381, 115 Atl. 296, 298; 
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Scott v. State, 171 Wis. 487, 489, 177 N. W. 
615, 616; Overland Cotton Mill Co. et al. v. 
People, 32 Colo. 263, 268, 75 Pac. 924, 926. 

*See United States v. Balint et al., 258 
U. S. 250, 254. 

1” See Sherman et al. v. United States, 282 
U. S. 25. 

1 320 U. S. 277, 283. Note United States 
v. Union Supply Co., 215 U. S. 50, 55. 
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weich case, it was a corporate officer, who could properly be called an 
“agent” of the corporation, who was prosecuted. The reasoning and 
language of the United States Circuit Court of Appeals for the Seventh 
Circuit in the Parfait Powder Puff Company decision go beyond that of 
the Supreme Court in the Dotterweich case. 


Agency Relationship in Parfait Case 


The defendant in the Parfait Powder Puff case contended that it 
could not be held liable; that the product involved had been introduced 
into interstate commerce not by it but by Helfrich, which was an “‘inde- 
pendent contractor’ and not a ‘servant’ or ‘‘agent” of the defendant. 
The facts set forth above with respect to the arrangement and rela- 
tionship between defendant and Helfrich appear to refute such conten- 
tion. Upon the basis of those facts, it would seem that the Circuit Court 
of Appeals could reasonably have sustained the defendant's conviction 
on the ground that Helfrich was an agent of the defendant in distrib- 
uting the latter's product; that Helfrich had acted pursuant to the agency 
relationship; and that the defendant, consequently, was liable crimin- 
ally for acts done by Helfrich while exercising the duties conferred upon 
it by the defendant. It seems clear that in manufacturing the product 
involved Helfrich may have been acting as an independent contractor, 
but that in introducing the article into interstate commerce Helfrich was 
wholly subject to the direction and control of the defendant. In legal 
as well as practical contemplation, in each instance it may be reasonably 
stated that it was the latter which made the shipment through the agency 
of Helfrich. Insofar as the shipment of the product was concerned, 
therefore, the relationship between the parties appears to fall within 
the definition of agency appearing in the Restatement of the Law of 
Agency, Section 1, pp. 7-8, where it is stated: 

(1) Agency is the relationship which results from the manifestation of consent 


by one person to another that the other shall act on his behalf and subject to his 
control, and consent by the other so to act. * * * 


Comment on Subsection (1): 
a. The relationship of agency is created as the result of conduct by the parties 


manifesting that one of them is willing for the other to act for him subject to his 
control, and that the other consents so to act. The principal must in some manner 
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indicate that the other is to act for him, and the agent must act or agree to act on 
his behalf and subject to his control.” 


The Hall-Baker Case 


The case of Hall-Baker Grain Co. v. Linited States,’* may be con- 
sidered at first glance to be opposed in result and reasoning to the Parfait 
Powder Puff Company case. The United States Circuit Court of 
Appeals for the Eighth Circuit declared in the Hall-Baker case: ** 

The act of Congress was not enacted to catch and punish merchants who are 
conducting their business by customary and approved methods with no intent to 
deceive purchasers, or to injure the public health, for the mistakes of third persons 
over whom they have no control, nor for trivial errors of their own, which at first 
blush may seem to bring their action within the inhibition of the law, but by which 
in reality they violate neither its letter nor its spirit, * * * 

It is submitted that the cases are readily distinguishable in that the 
Court pointed out in the Hall-Baker case that merchants should not be 
held responsible for the mistakes of third persons “over whom they 
have no control.”” The facts of that case reveal that Hall-Baker Grain 
Company was dealing with a public grain elevator capable of contain- 
ing 1,000,000 bushels of wheat. All wheat received by the elevator, 
including that of the defendant, was classified as to grade by an official 
State Inspector, and commingled in bins according to grade. When 
an owner of a portion of such wheat ordered the shipment of a certain 
quantity of a particular grade, the elevator company loaded wheat out 
of the bin containing such grade. This wheat was then inspected by 
an Official State Inspector who certified it to be of a certain grade. The 
defendant's contract of sale provided that it was selling a certain grade 
of wheat classified according to State inspection. The defendant 
directed the grain elevator to ship the type of wheat ordered by the 
contract of sale with the purchaser, and the.requisite State inspection 
was had, but an inspection at destination point revealed that the wheat 
contained a portion of an inferior grade. It can be seen, therefore, that 
the control which the defendant in the Hall-Baker case exercised over 
the interstate shipment of the grain was considerably less than the con- 
trol exercised by the defendant in the Parfait Powder Puff Company case. 


2% Note Kunz v. Lowden et al., 124 F. 43198 Fed. 614 (CCA-8). Cf., also, United 
(2d) 911, 913 (CCA-10); Gross’ Income States v. Wilson and Co. (DC Kan., 1944, 
Tax Division, Department of Treasury et al. Federal Security Agency Notices of Judg- 
v. Indianapolis Brewing Co., 108 Ind. App. ment under the Federal Food, Drug, and 
259, 265, 25 N. E. (2d) 653, 655; Zehr et al. Cosmetic Act, Foods, No. 8972, CCH Food 
v. Wardall et al., 134 F. (2d) 805, 808 Drug Cosmetic Law Reports {§ 7041). 
(CCA-6). 4198 Fed. at p. 618. 
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Parfait Case Distinguished 


In the latter case, moreover, defendant's pads never lost their iden- 
tity. After being treated with lacquer by the Helfrich Laboratories, 
they were put in jars supplied by defendant, and labeled and packaged 
with materials furnished by it. They were then placed in the stock 
room of Helfrich or sent direct to the latter's shipping room as the 
separate property of the defendant. Helfrich, it will be noted, per- 
formed a processing, packaging, and distribution service with respect 
to materials of which all but one, the lacquer, were provided by the 
defendant. The finished pads were shipped only to the latter's cus- 
tomers, upon instructions supplied by it, and under bills of lading fur- 
nished by it and bearing its name. Under these circumstances, it would 
seem to have been defendant's duty to insure that the cosmetics shipped 
interstate at its behest and under its name should comply with the 
Federal Food, Drug, and Cosmetic Act. 


It is submitted that the Circuit Court of Appeals properly refused 
to predicate its decision on the somewhat tenuous niceties of the prin- 
cipal-agent concept. The Court may well have been motivated by the 
fact that the case appeared to portray a situation where the defendant 
had taken lightly its responsibility to the consuming public to furnish 
cosmetics that would not be injurious. Although, at the outset of its 
relationship with Helfrich, it had tested a sample and found it to be 
satisfactory, it failed thereafter to exercise control over the ingredients 
of the lacquer and seemed to know or care little with respect to the 
kind of lacquer being used. In addition, a small percentage of the output 
of the product had been obtained by defendant from Helfrich for use 
as samples, and these could have been tested by it to determine the 
potentiality of the product for harm. It would appear that a passive 
reliance (such as defendant's) upon tests which might or might not 
be given by the instrument chosen to introduce a product into interstate 
commerce does not meet the public policy which requires the highest 
degree of care from those who are instrumental in causing the introduc- 
tion into interstate commerce of food, drugs, and cosmetics, whether 
or not the motivating force behind the transaction can be labeled as a 
“principal.” It would seem that the controls which an interstate dealer 
is required to maintain over those acting under his general control are 
continuing; and that the fact that a sample examined at the outset of 
a business relationship is found to be satisfactory is not sufficient to 
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absolve such a dealer from criminal liability for illegal shipments. It 
would not appear to be stepping beyond the confines of the Federal 
Food, Drug, and Cosmetic Act, and the reasons for its enactment, to 
require a concern which is having food, drugs, or cosmetics distributed 
under its name in interstate commerce to take affirmative rather than 
negative precautions to see to it that the product will not be injurious 
to the public health.’° The rationale under which one in the position 
of the defendant should be held liable under similar circumstances may 
be gathered from the language of the Supreme Court in the Dotter- 
weich case: °° 

The prosecution to which Dotterweich was subjected is based on a now familiar 
type of legislation whereby penalties serve as effective means of regulation. Such 
legislation dispenses with the conventional requirement for criminal conduct—aware- 
ness of some wrongdoing. In the interest of the larger good it puts the burden of 


acting at hazard upon a person otherwise innocent but standing in responsible relation 
to a public danger. ee 


It was undoubtedly this philosophy which influenced the Circuit 
Court of Appeals for the Seventh Circuit, in the Parfait Powder Puff 
case, to refuse to bottom its holding on the principle of respondeat 
superior. The Court stated that it was not concerned with any distinc- 
tion between independent contractors and agents in the ordinary sense 
of those words. The Court declared, in succinct language: 


oa 


* * The liability was not incurred because defendant consciously participated 
in the wrongful act, but because the instrumentality which it employed, acting within 
the powers which the parties had mutually agreed should be lodged in it, violated 
the law. The act of the instrumentality is controlled in the interest of public policy 
by imputing the act to its creator and imposing penalties upon the latter. 


The Court subsequently amplified its reasoning as follows: 


— 


* * The person who brings goods into commerce, by whatever means or im- 
plements, is bound to see that the commodity thus put in commerce is not beyond the 
pale of the legislative act. In other words, one who owes a certain duty to the public 
and entrusts its performance to another, whether it be an independent contractor or 
agent, becomes responsible criminally for the failure of the person to whom he has 
delegated the obligation to comply with the law, if the nonperformance of such duty 
oe cme.” * * 


The full import of the decision may not be realized until subsequent 
cases arise. It is clear, however, that, on the basis of the Dotterweich 





® Considerations such as lack of intent, flicted only a nominal fine of $100 plus 
directing the actual distributor to conform costs, whereas the maximum fine which 
to specifications which comply with the law, could have been imposed was $7,000, or 
etc., would appear to be germane with re- $1,000 on each of the seven counts of the 
spect to the penalty imposed. Thus, in the information. 
Parfait Powder Puff case the Court in- 16 320 U. S. 277, 280-281, 284-285. 
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and Parfait Powder Puff Company cases, a person’ who ‘procures’ 
the introduction into interstate commerce of a contraband food, drug, 
device or cosmetic must bear the consequences provided by the Federal 
Food, Drug, and Cosmetic Act. Considering the obvious remedial pur- 
poses of the statute, and the function it serves with respect to the health 
and well-being of the Nation, it is difficult to find fault with such caveat. 


It may be maintained that under the philosophy and criteria of 
the Parfait Powder Puff case there is a possibility of injustice in certain 
circumstances, and that those who observe the most punctilious precau- 
tions in choosing responsible and trustworthy instrumentalities may 
nevertheless find themselves subject to criminal prosecution. But intent 
is not an element of the offense for which penalties are provided by 
Section 303 (a) of the Act.’* And “In such matters the good sense of 
prosecutors, the wise guidance of trial judges, and the ultimate judgment 
of juries must be trusted. Our system of criminal justice necessarily 
depends on. ‘conscience and circumspection in prosecuting officers’. '* 


Could the defendant have protected itself under Section 303 (c) (2) 
of the Act *° by obtaining a guaranty from Helfrich, acting in its capacity 
as manufacturer, that the product was not adulterated or misbranded 
within the meaning of the Act? Certainly the situation is not the cus- 
tomary one where a distributor receives a guaranty from a manufacturer 
or supplier with whom his relationship is merely that of a buyer. Can 
it be said, except through the utilization of an unnecessary legal fiction, 
that the defendant ‘‘received” the product from Helfrich? Could the 
defendant, under the circumstances involved, claim that it had received 
the product “in good faith’? It may require further litigation to resolve 








this problem. [ The End| 
17 Section 201 (e) of the Act [21 U. S. C ” United States v. Dotterweich, 320 U. S. 

321 (e)] provides that the term “person” 277, 285. See Nash v. United States, 229 

shall include individual, partnership, cor- U. S. 373, 378. 

poration, and association. 2» 921 U.S. C. 333 (c) (2). 


#821 U. S. C. 333 (a). See United States 
v, Greenbaum, 138 F. (2d) 437 (CCA-3), 152 
A. L. R. 751. 
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inherent in most mathematical formulae. Neither can they have 

an approximate definiteness of content comparable to that of 
the periodic system of elements or the Linnean system of plant classifi- 
cation. One experienced in the drafting of legislation will recognize 
that its inexactness is attributable primarily to the impossibility of imag- 
ining and anticipating all, or even the larger part, of the situations to 
which it is directed. Legislation arises out of limited experience of 
the past. It applies to a future which can only be guessed. This is not 
to say that a gifted draftsman, who combines meticulous care and Jobian 
patience with great imagination, cannot radically limit the need for 
future judicial construction of a statute, but he can never eliminate that 
need. The philosophy or purpose of the legislation comes to bear 
at this point. 


G isheret in cannot approach the absolute precision of meaning 


Judicial Construction of an Act 


The judicial function of construing an Act of Congress properly 
starts and ends with ascertaining the meaning of the words used by 
Congress. Judicial construction that goes beyond ascertaining that 
meaning trespasses on Congressional law making prerogatives. How- 
ever, the process of ascertaining the meaning of statutory words is not 
one merely of resorting to the text of the particular wording whose 
meaning is at issue. Words are symbols of meaning but inexact symbols 
with fluctuating content. The words are enacted to accomplish a par- 
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ticular legislative purpose. Their meaning must be sought in the light of 
that purpose. Therefore, judicial construction of the words properly 
takes account of that purpose. 


Purpose of Federal Food, Drug, and Cosmetic Act 


Without substantiating the conclusion by reference to the text of 
the Act, the hearings, the committee reports, or the floor debates, the 
basic purpose of the Federal Food, Drug, and Cosmetic Act is unques- 
tionably protection of the consumer. In its decision in Linited States 
v. Sullivan in January this year the Supreme Court said: 

The Act as a whole was designed primarily to protect consumers * * *. Its 
purpose was to safeguard the consumer by applying the Act to articles from the 
moment of their introduction into interstate commerce all the way to delivery to 
the ultimate consumer.’ [Emphasis supplied.] 

Since protection of the consumer is the basic philosophy of Federal 
food and drug legislation, then the meaning Congress has given its 
words is that meaning which will afford such protection. It is that 
meaning which is to be selected from among the possible meanings of 
the words in the Act. Nevertheless, on occasion, some lower courts 
have found in the words used by Congress a meaning not in accord 
with the purpose of consumer protection. This may be illustrated by 
the conflicting constructions given by the United States Circuit Courts 
of Appeals to the Congressional definition of “labeling.” As defined 
by Congress, labeling includes not only labels affixed to the immediate 





‘United States v. Sullivan (U. S. Sup. Food Drug Cosmetic Law Reports § 7076}, 
Ct., No. 121, October term 1947) [CCH page 131 herein. 
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container, but all written, printed, or graphic matter “accompanying’’ 
the article of food or drug. 


Conflicting Constructions of “ Labeling” 


A false and misleading circular may, with an eye to the proprieties, 
decide not to go along with a drug on its interstate journey, but, never- 
theless, sooner or later arrive at the same destination. The question 
arises whether an “accompanying” circular means one that is an immoral 
companion on the trip or one that is textually associated with or related 
to the drug, even though fondly separated from it. The purpose of the 
Act leads not to that meaning of “accompany” that would merely pro- 
hibit illicit cohabitation of drug and circular en route, but to that mean- 
ing which would at destination protect the consumer from exposure to 
immorality in his presence. Yet, when the related circular preceded a 
drug en route, the Ninth Circuit in the Alberty case * found no violation, 
and so likewise the Fifth Circuit in the L/rbeteit case when the circular 
followed after.* On the other hand, the Seventh Circuit in the Kordel 
case found a violation under similar facts.‘ The difference lies in whether 
or not the court ascertains the meaning of the Congressional words in 
the light of the Congressional purpose. One court applied the philosophy 
of the Act, the other two did not. 


Constitutionality v. Purpose 


It was earlier stated that the words of Congress necessarily have, 
and should be given by the courts, that meaning which is consonant with 
the purpose of the legislation. What is the situation if the enacted words 
so construed go beyond the constitutional power of the Congress? The 
courts must make a choice. They could hold the statute unconstitutional 
pro tanto. More usually they give the wording a construction not con- 
sonant with the purpose but consonant with the constitutional limitation. 
When making the latter choice, the courts rely on a duty to construe the 
statute wherever possible so as to preserve its constitutionality. Indeed, 





2 Alberty v. United States, 159 F. (2d) ‘ Urbeteit v United States, 164 F. (2d) 
278 (CCA-9; 1947) [CCH Food Drug Cos- 245 (CCA-5; 1947) [CCH Food Drug Cos 
metic Law Reports * 7034]; but compare metic Law Reports % 7065] 
contra, where the circular and the drug ‘United States v. Kordel (CCA-7: 1947) 
arrived simultaneously, United States v. [CCH Food Drug Cosmetic Law Reports 


Research Laboratories, 126 F. (2d) 42 * 7063]: United States v. Lee, 131 F. (2d) 
(CCA-9; 1942), certiorari denied, 317 U. S 1464 (CCA-7; 1942). 
656. 
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the courts go further and say ‘‘so as to avoid grave doubts on that score.” ® 
To that extent the purpose of the legislation is ignored. In effect, the 
courts have asserted heretofore that the meaning given by Congress to 
its words cannot be conceived of as embracing an unconstitutional 
purpose. 


The Sullivan Case 


The Fifth Circuit, in the Sullivan case,® found that the words 
“while such article is held for sale after shipment in interstate commerce” 
do not cover holding for sale by a person subsequent to the one who first 
received the article after such shipment. Consequently, the Court con- 
cluded that taking the contents of a packaged drug from out the properly 
labeled package and placing them in an improperly labeled package at 
point of retail sale is not a violation. Going a step further, the Court 
added that if the words did have the broader meaning, the Act would 
be unconstitutional. The Fifth Circuit also failed to recognize and give 
effect to the philosophy of the Act. It bolstered its position with the hold- 
ing, in effect, that Congress cannot regulate intrastate transactions where 
necessary to effectuate its regulation of interstate commerce and that 
the Court has the duty to construe the statute so as to preserve its con- 
stitutionality. 


In the Sullivan case, the two principles of construction in accord- 
ance with purpose and of construction so as to avoid grave doubts of 
constitutionality met head on. Heretofore the courts have carried the 
principle of construction according to purpose to the brink of unconsti- 
tutionality or at least to the point that there was serious danger of 
toppling over, but no further. However, when the Sullivan case came 
before the Supreme Court, the majority of that Court stated their will- 
ingness to construe the statute according to its purpose even though that 
meant pushing the statute over the brink. Thus Mr. Justice Black said: 

* * * and none of the foregoing cases, or any other on which they relied, authorizes 


a court in interpreting a statute to depart from its clear meaning. When it is reasonably 
plain that Congress meant its Act to prohibit certain conduct, no one of the above 


}> Screws v. United States, 325 U. S. 91. ®* Sullivan v. United States, 161 F. (2d) 
98 (1945); Ex parte Endo, 323 U. S. 283. 629 (CCA-5; 1947) [CCH Food Drug Cos 
299-300 (1944): Interstate Commerce Com- metic Law Reports  § 7050], reversed U. S. 
mission v. Oregon-Washington R. & Nav. Sup. Ct.. No. 121, October term 1947, de- 


Co., 288 U. S. 14, 40 (1933): United States cided January 19, 1948 [CCH Food Drug 
v. La Franca, 282 U. S. 568, 574 (1931): Cosmetic Law Reports  " 7076], page 131 
National Labor Relations Board v. Jones herein 

é& Laughlin Steel Corp., 301 U. S. 1, 30 

(1937). 
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references justifies distortion of the Congressional purpose, not even if the clearly correct 
purpose * * * leads inevitably to a holding of unconstitutional invalidity. [Emphasis 


supplied. } 

The difficulty with the Sullivan case from the statutory construction 
viewpoint is that the Court knew it was not plunging the Act into uncon- 
stitutionality by carrying its misbranding prohibitions through to the 
retailer for protection of the ultimate consumer. From the days of the 
Shreveport Rate case down through McDermott v. Wisconsin, the cases 
approving the “current of commerce” and the “inextricably intermingled” 
doctrines, and other more recent cases, it has grown clearer step by 
step that Congress has power to regulate intrastate transactions where 
necessary to effectuate its regulation of interstate commerce. In conse- 
quence, the Supreme Court had no difficulty in holding that the power 
of Congress was broad enough to cover the retailer's activities even 
though he did not himself receive the drug in interstate commerce. 


Certainly the purpose of the legislation should not be ignored at any 
point this side of the fullest permissible exercise of constitutional power. 
and Congress should be presumed to have availed itself of every constitu- 
tional power it possesses to whatever extent is necessary to accomplish 
its purpose. 

Courts still have a desire to avoid constitutional questions.’ Threat 
of unconstitutionality is still occasionally effective to force construction 
of a statute so as to avoid genuine constitutional difficulties.* It is still 
a question whether the Supreme Court will carry construction in accord- 
ance with the philosophy or purpose of an Act to the extent of forcing 
on itself a conclusion of unconstitutionality. But the field for the triumph 
of construction so as to ‘avoid grave doubts” of constitutionality over 
construction in accordance with purpose has been narrowed appreciably, 
if not to microcosmic proportions. 


[The End] 








1 Rescue Army v. Los Angeles Municipal 
Court (U. S. Sup. Ct., No. 547, October 
term 1946, decided June 9, 1947). 


8 See, for example, Collins v. Fleming, 
159 F. 2d 426 and 431 (E. C. A., 1947), 
certiorari denied, 61 L. ed. 928 (1947), 
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where court construed Emergency Price 
Control Act so as not to authorize a retro- 
active price order made applicable solely to 
a transaction involved in a pending treble 
damage suit brought by government. 
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Problems of Chemical Manufacturers 
Under the Federal Food, Drug, and Cosmetic Act 


CARL M. ANDERSON 
A CHEMICAL RECOGNIZED IN AN OFFICIAL COMPENDIUM 
IS NOT A DRUG WHEN USED FOR A NON-DRUG PURPOSE 


ago, Mr. James F. Hoge, the distinguished General Counsel for 

The Proprietary Association of America, developed the thesis 
that under the enforcement of the Federal drug law “old lines of division 
and marks of distinction have been wiped out’’ and that “new ones—and 
fewer—have been set up.”” He came to the conclusion that “actually there 
are now just two—prescription and over-the-counter.” ' In introducing 
my subject with this quotation, I do not intend to enter into the debate 
which Mr. Hoge's paper provoked.’ I use it merely to emphasize the 
fact that there is a third class of drugs, which, indeed, Mr. Hoge con- 
ceded may “perhaps” exist.* 


T THE SECOND ANNUAL MEETING of the Section a year 


That there is such a class and that it presents problems of its own 
is not a matter of doubt to the many producers of basic chemicals and 
other commodities whose products are neither prescription nor over-the- 
counter but who, nevertheless, find themselves subject to the drug law. 


My purpose is to discuss some of these problems as they are pre- 
sented to the chemical manufacturer. 





12 Food Drug Cosmetic Law Quarterly 47, Pharmaceutical Association meeting in Mil- 
48 (March 1947). waukee, August 28, 1947; 9 F-D-C Reports 
2See address of Leslie D. Harrop, Gen- (August 30, 1947), pp. 3-4. 


eral Counsel for the American Drug Man- 32 Food Drug Cosmetic Law Quarterly 47, 
ufacturers Association, before the American 48, footnote 2 (March 1947). 
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Section 201(g) of the Federal Food, Drug, and Cosmetic Act * 
defines drugs in two ways: first, by name (that is, they are named by 
reference to the official compendia ) and, second, by their intended use. 


The result of this approach is to include many articles which have 
some drug uses but which are also extensively used for other purposes. 
The first problem I wish to discuss is whether the first definition is to be 
applied literally in these cases, or whether official articles are, under some 
circumstances, removed from the application of the law. 


I, 


Application of the Act to Official Chemicals 
Intended for Non-Drug Use 


It was recognized while the Act was pending in Congress that, if all 
official chemicals were to be regarded as drugs under all! circumstances, 
an impossible and absurd situation would result. Mr. Warren N. Wat- 
son, appearing before a subcommittee of the Committee on Interstate 
and Foreign Commerce of the House of Representatives on July 31, 1935, 
discussed the problem, with particular reference to the proposed require- 
ment that drugs bear plainly and conspicuously ‘complete and adequate 
directions for use."” He points out, as an example, that potassium iodide 
U. S. P., in addition to having certain medical uses, is used industrially 
for manufacturing photographic emulsions, for photo-engraving, animal 





‘ Title 21 U. S. C., Sec. 321 (g). 


Cart M. ANDERSON 


The Assistant to the President, Merck & 

Co., Inc.; Chairman, Legal Advisory Com- 

mittee, Manufacturing Chemists Associa- 
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nutrition, iodizing table salt, and manufacturing safety paper. He sug- 
gested, therefore, that an exemption from the adequate directions require- 
ment be made for any drug ‘‘sold for the purpose of further processing 
or manufacturing, for the compounding of physicians’, dentists’, or veter- 
inarians’ prescriptions, or for use in the arts and sciences.° 


In a supplemental statement submitted to the subcommittee by Mr. 
W. G. Campbell, then Chief of the Food and Drug Administration, this 
proposed amendment was discussed. Mr. Campell said: 


This amendment was offered in the interests of manufacturing chemists whose prod- 
ucts are most extensively used for purposes other than drugs. It is well recognized 
that a great many products of chemical manufacturing plants are used for industrial 
purposes or in the arts and sciences. The apprehension of these manufacturers arises 
from the fact that such products are also used for drug purposes, a great many of them 
being mentioned in the United States Pharmacopeia. For instance, lime (calcium 
oxide), water, gelatin, and salt (sodium chloride) are Pharmacopoeial preparations 
The Pharmacopoeia provides standards for such products and tests for the determina 
tion of their strength and purity. 


The absurdity and the injustice of the Government undertaking to impose Lnited 
States Pharmacopoeia standards of purity upon products used for purposes other than 
drugs is instantly apparent. Although the present act defines as a drug those products 
listed in the United States Pharmacopoeia, there is no exemption in it of the sort 
sought by this amendment. For purposes of formulating administrative policies the 
Department has received official legal advice that, when not used for drug purposes, 
such products are not subject to the law. Any lack of jurisdiction existing under the 
present law in such circumstances would certainly prevail under Senate Bill 5. 

Since the position has been taken that no jurisdiction exists, there can be no con- 
ceivable opposition to the exemption of such products when used in the arts and 
sciences. But likewise I can conceive of no advantage to the manufacturers through the 
adoption of an amendment making such exemption.® 


It is to be noted that Mr. Campbell's statement was not limited to 
the adequate directions provision but took the position that the Act 
conferred no jurisdiction at all over the products in question. 


It seems clear, therefore, that a chemical, which by strict definition is 
a drug because it is recognized in an official compendium, is, nevertheless, 
not a drug when used for a non-drug purpose. 


The deciding factors will, of course, be found in the facts presented 
by any given case. The Food and Drug Administration has pointed out 





5 Record of Hearing before a Subcommit- Bill 5, to Regulate Foods, Drugs and Cos- 
tee on Interstate and Foreign Commerce, metics (1935), pp. 253-259. 
House of Representatives, Seventy-fourth o 740-750 - , , 
Congress, First Session, on House Bill 6906, _,, bgt y 749-750; Dunn, Federal Food, 
House Bill 8805, House Bill 8941 and Senate “79, and Cosmetic Act (1938), p. 1306. 


Problems of Chemical Manufacturers Page 51 








that if chemical products are labeled ““U. S. P.” or ‘“N. F.” it would be 
assumed that the manufacturer was offering them for medicinal use, 
even though they were sold to a technical manufacturer, and the Ad- 
ministration has suggested that, “If not intended for medicinal use and 
sold in good faith for technical purposes only, the references to the 
United States Pharmacopoeia and National Formulary should be 
omitted and the articles should be specifically labeled ‘not for food use’ 
(‘cosmetic use’ or ‘drug use’ as the case may be).”’ * 


On the basis, presumably, of this trade correspondence, CCH Food 
Drug Cosmetic Law Reports states the rule to be as follows: 

Chemicals not intended for medicinal use and sold in good faith for technical use 
only are generally not subject to the provisions of the Act, provided that the article is 
conspicuously labeled “not for drug use” [italics added] .® 
It is submitted that this is too strict a statement of the rule and that such 
labeling is not a necessary condition. If the product is, in fact, sold and 
used for a non-drug purpose, the Act does not apply. The manufacturer 
may wish to indicate that his product is of United States Pharmacopoeia 
quality even though he intends it to be used industrially, and there ap- 
pears to be no good reason why he should not so label it, though he 
must recognize the danger that it may be diverted to a drug use. If the 
circumstances are such that responsibility for such diversion can be 
imputed to him, he may find himself subject to the Act. 


In this connection, it may be pointed out that it appears to be well 
recognized in the trade that the simple designations, ““Technical,”’ “C. P.,”’ 
“Reagent,” etc., while primarily indications of quality, also indicate an 
intended use other than medicinal. 


Manufacturers tend to avoid the use of the legend, “For Manu- 
facturing Use Only,” on chemicals intended solely for non-drug use, even 
though it is otherwise appropriate, for the reason that it has become 
identified with the Federal Food, Drug, and Cosmetic Act through the 
regulations under Section 502(f),° and its use may suggest that the 
article actually is intended for drug use. 


Whatever distinguishing phrases are used must, of course, be used 
in good faith. A manufacturer who labels a chemical for technical use 





7 TC-116, February 29, 1940; CCH Food 8 CCH Food Drug Cosmetic Law Reports 


Drug Cosmetic Law Reports { 4021.40. { 4021. 
* Title 21, U. S. C., Sec. 352 (f). 
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only and then deliberately ships it to a drug manufacturer for incorpora- 
tion in a drug could hardly be heard to say that he is not subject to 
the Act. 


II. 


Application of the Use Direction Provision to Chemicals Intended for 
Further Manufacturing, Processing or Repacking 


Since, by definition, an article intended for use as a component of 
a drug, as otherwise defined, is itself a drug,'® bulk chemicals shipped for 
this use become subject to the provisions of the Act, including the provi- 
sion that a drug shall be deemed to be misbranded unless its labeling 
bears adequate directions for use. The Administrator is, however, 
directed to promulgate regulations exempting any drug from this require- 
ment if it is not necessary for the protection of the public health."' Acting 
under this mandate, the Administrator has made exceptions for (1) drugs 
for which adequate directions for use are known by the ordinary individ- 
ual, (2) prescription drugs and those delivered directly to physicians 
and other professional users, (3) a limited group consisting of inactive 
drug ingredients, such as colorings, flavorings and excipients, and (4) 
drugs shipped or delivered to a dealer or manufacturer to be “used in the 
manufacture of another drug or device,’ and labeled ‘For Manufacturing 


Use Only.” ** 


The question is whether the last exception is to be narrowly or 
liberally construed. If use “in the manufacture of another drug or device” 
does not include further processing or repacking, the manufacturer has 
a serious and in many cases an impossible problem in complying with 
the adequate use directions requirement. The other exemptions do not 
afford relief except to a very limited extent. 


Section 503(a) of the Act ™ should, of course, be considered in this 
connection. That section provides for the promulgation of regulations 
“exempting from any labeling or packaging requirement of this Act drugs 
and devices which are, in accordance with the practice of the trade, to be 
processed, labeled, or repacked in substantial quantities at establishments 
other than those where originally processed or packed, on condition 


” Sec. 201 (g); Title 21. U. S. C., Sec. 2 21 CFR 2.106; CCH Food Drug Cosmetic 








321 (g). Law Reports § 1106. 
1 Sec, 502 (f); Title 21, U. S. C., Sec. ™ Title 21, U. S. C., Sec. 353 (a). 
352 (f). 
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that such drugs and devices are not adulterated or misbranded under 
the provisions of this Act upon removal from such processing, labeling, 
or repacking establishment.” The regulations promulgated under this 
section '* require the entering into of an agreement between the con- 
signor and consignee in which the specifications for the processing, label- 
ing or repacking of the drug are set forth. In effect, the consignor is 
required to approve and be responsible for the consignee’s operations 
and labeling to the extent that, if they are carried out as agreed, the drug 
will not be adulterated or misbranded when it leaves the consignee’s 
establishment. This section is of limited usefulness since, first, it assumes 
a direct transaction between the manufacturer of the raw material and 
the producer of the finished drug. In many cases the chemical passes 
through the hands of one or more middlemen and the agreement pro- 
cedure is simply not workable when shipment is not made directly to 
the final processor or repacker. Furthermore, the requirement that the 
basic manufacturer approve his customer's operations and labeling places 
an obligation on him which is not rightfully his, and which he is not 
always capable of assuming. This method is cumbersome, at best, and 
it is not a practical solution to the problem. 


Another alternative which has been suggested is that the basic 
manufacturer actually place adequate directions for use on the label 
of his product, even though it may be a barrel or other bulk container. 


If this suggestion is adopted, to whom should the directions be 
addressed? Should they be directions for opening the container, for 
removing the chemical, and for its subsequent handling in the consignee's 
plant? Or should they be directions as to dosage and conditions of use, 
addressed to the ultimate consumer? While there may be instances in 
which directions of the first type are appropriate, as for example when the 
manufacturer wishes to give a dilution table, in the usual case the con- 
signee knows much more about his own operations than does his sup- 
plier. In any event, technical assistance of this kind is better supplied 
in the more usual form of correspondence, technical bulletins or personal 
advice. It cannot feasibly or adequately be done in labeling. 


That leaves consumer directions to be considered, and it seems 
obvious that Congress had the consumer in mind when it adopted the use 





21 CFR 2.107; CCH Food Drug Cosmetic 
Law Reports § 1108. 
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directions requirement. The short answer to the suggestion that such 
directions be placed on bulk packages is that the consumer will never see 
them. Furthermore, the manufacturer cannot always know what the end 
use of his product is going to be, and he cannot send with each package 
a catalog of directions for all possible uses. The most that can be said for 
the suggestion is that it might, in some isolated instances, give the con- 
signee some help in devising directions for his consumer package. Again, 
this sort of advice can better be given by other methods. In any event, 
the supposed benefit appears far too remote to serve as a justification for 
a requirement that bulk containers be universally labeled with such 
directions. 


Faced with this situation, the manufacturer must inevitably come to 
the conclusion that the manufacturing exemption is intended to compre- 
hend further processing and repacking. While this conclusion is forced 
upon him, if only by a process of elimination, it is defensible on the merits. 
Processing, if indeed it is distinguishable from manufacturing at all, is a 
similar operation. So is repacking. Both result in what is in effect a dif- 
ferent product than that which was shipped by the original manufacturer 
(even though the chemical be unchanged), and in both cases the proc- 
essor or repacker assumes the same responsibility and is amenable to the 
same discipline under the Act as any manufacturer. His product must 
bear adequate directions for use (unless he in turn qualifies for an exemp- 
tion ), and if directions are ‘‘not necessary for the protection of the public 
health” on a chemical shipped to a manufacturer, they are equally un- 
necessary on a chemical shipped to a processor or repacker. There would 
seem to be no reason, therefore, for a distinction between manufacturing 
on the one hand and processing or repacking on the other, and it is rea- 
sonable to assume that the Federal Security Administrator did not intend 
to make any such distinction when he acted to carry out, the statutory 
mandate that he promulgate exemption regulations. 


Should it be held that the Administrator did intend to except 
processing and repacking from the manufacturing exemption, then he 
has failed to make exemptions where they are obviously indicated and 
this failure should be taken into account by the courts. To paraphrase 
a sentence from Mr. Justice Rutledge’s concurring opinion in the 
Sullivan case,’* should a shipper be prosecuted by virtue of the Admin- 


6 Jordan James Sullivan v. United States, * 7076). reversing 161 F. (2d) 629 (CCA-5 
U. S. Supreme Court, January 19, 1948 1947) [CCH Food Druaga Cosmetic Law Re 
[CCH Food Drug Cosmetic Law Reports ports © 7050] 
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istrator's failure to discharge his duty to create exemptions before the 
questioned action takes place, that failure is a matter for the court's 
consideration in determining whether prosecution should proceed. 


So far as I know, this position—that shipments made for processing 
or repacking are entitled to the manufacturing exemption—has never 
been seriously challenged. It seems pertinent to raise the question, 
however, because of the tendency in more recently promulgated regula- 
tions to differentiate between these operations. The penicillin and 
streptomycin regulations have separate provisions for exempting uncer- 
tified shipments of drugs intended for labeling, processing, repacking, 
and manufacturing.'® Further, the technical argument can be made that 
manufacturing connotes a change in identity, whereas processing relates 
to such procedures as heat treatment, sifting, and possibly recrystalli- 
zation. Repacking is, of course, the mere transfer of material from one 
container to another, usually smaller, container. But even in this case 
the repacker becomes the manufacturer, to all intents and purposes, 
since, by his handling of the product, he assumes an independent re- 
sponsibility for its compliance with the Act." 


It is, therefore, respectfully suggested that it would be a constructive 
action on the part of the Federal Security Administrator to clarify this 
situation, either by issuing an official interpretation which would place 
the stamp of approval on the present practice, or, preferably, by a more 
explicit exemption in the regulations. The Administrator will, no doubt, 
wish to re-examine the use direction regulations in the light of the 
Supreme Court's decision (and opinion) in the Sullivan case, and in the 
light of House Bill 4071, which has passed the House and is now pend- 
ing in the Senate.'* The problem I have described might well be con- 
sidered in connection with this re-examination. It is submitted that, in the 
meantime, manufacturers are on firm ground in considering the manu- 
facturing exemption as including processing and repacking. 





%21 CFR 146.18, 146.20, 146.21, 146.22; % House Bill 4071, a bill ‘‘to amend Sec- 
CCH Food Drug Cosmetic Law Reports tions 301 (k) and 304 (a) of the Federal 
" 1488, 1490, 1491, 1492. Food, Drug, and Cosmetic Act, as amend- 


See United States v. Crown Rubber e4,."" was passed by the House of Repre- 
Sundries Co., 67 F. Supp. 92 (DC Ohio sentatives on January 13, 1948, and has been 


1946) [CCH Food Drug Cosmetic Law Re- ‘veferred to the Senate Committee on Inter- 
ports § 7015]. ; state and Foreign Commerce. 
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III. 
Application of the “New Drug” Section to Bulk Chemicals 


Since, again, components of drugs are, by definition, themselves 
drugs, what is the status of a new chemical intended for use in the 
manufacture of a drug? 


Section 201(p)'* defines a ‘new drug” in part as “any drug the 
composition of which is such that such drug is not generally recognized, 
among experts qualified by scientific training and experience to evaluate 
the safety of drugs, as safe for use under the conditions prescribed, 
recommended, or suggested in the labeling thereof.’ 


Does a drug component, admittedly new, and whose toxicity is ad- 
mittedly not established, become a ‘‘new drug” by virtue of this definition? 


The answer appears to depend on the labeling which accompanies 
the chemical, since safety per se is not the test but rather safety “for 
use under the conditions prescribed, recommended or suggested in the 
labeling.” 


A new chemical labeled, ‘For Manufacturing Use Only,” and sent 
to a pharmaceutical manufacturer would clearly be recognized as safe 
for such manufacturing use, since the final product would have to run the 
“new drug” gauntlet before it could be released to consumers. Conse- 
quently, no “new drug” application on the part of the chemical manu- 
facturer would be required. The real question would be the safety of the 
final product, and the “new drug” application would be the responsibility 
of the pharmaceutical manufacturer who puts the chemical into pharma- 
ceutical form and labels it with directions for use or with the prescription 
caution. 


While, so far as I know, the Food and Drug Administration has 
not made any general pronouncement of its views in this connection, 
administrative practice appears to support the conclusion that the Food 
and Drug Administration is in accord with this interpretation. 


In order for the pharmaceutical manufacturer to secure an effective 
application, it may be necessary for the chemical manufacturer to co- 
operate with him in the filing of the application, by furnishing information 





” Title 21, U. S. C., Sec. 321 (p). 
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as to the composition of the chemical, the methods, facilities and controls 
used in its manufacture, and by providing samples of the chemical.?° The 
Food and Drug Administration has provided a method by which such 
information may be supplied directly by the chemical manufacturer to 
the Food and Drug Administration, where it is set up in a ‘master file” 
and incorporated by reference in the ‘‘new drug” applications of any 
manufacturers who use the chemical as a component in their products. 


The chemical manufacturer may, of course, wish to conduct his own 
investigations as to the safety and efficacy of the product made from his 
new chemical and secure an effective new drug application thereon, if 
for no other reason than to facilitate acceptance of the chemical by his 
pharmaceutical customers. There is no reason why he cannot for this 
purpose prepare (or have prepared for him) dosage forms of his product, 
secure the necessary evidence, and file a ‘‘new drug” application. The 
manufacturers who secure the material from him may then, with his 
authority, incorporate his evidence in their own applications by reference. 


In conclusion, it seems unnecessary to point out that these are not 
all of the problems facing the manufacturer of chemicals under the Fed- 
eral drug law. However, this discussion will have served its purpose if it 
has focused attention on a sometimes forgotten class of drugs, and 
if it has provided some help in solving the problems which are peculiar 
to it. 


[The End] 





2 Section 505 (b) of the Act specifically “‘such samples * * * of the articles used as 
requires that at least the following infor- components thereof as the Administrator 
mation with respect to components must may require."’ Title 21, U. S. C., Sec. 355 
be supplied by the applicant: ‘‘a full list (b). 
of the articles used as components” and 
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on the Industry 


S. L. MAYHAM ... AN EXECUTIVE OF AN INDUSTRY 
AFFECTED URGES CERTAIN CORRECTIONS CONCERNING ADUL- 
TERATION OF COSMETICS AND DESCRIBES BRIEFLY HIS OWN 
INDUSTRY'S EFFICIENT “BOARD OF ADVERTISING STANDARDS’ 





effect, it is scarcely an exaggeration to say that there was not a 

single legal label in existence in the toilet goods industry. Now, 
less than ten years later, it would be difficult to find an illegal label. There 
have been comparatively few cases brought under the cosmetic provisions 
of the Act, only 146 adjudicated cases according to the latest Notices of 
Judgment. Very few even of this limited number have, in my opinion, 
been actually willful violations. This record is all that need be cited as 
evidence of the attitude of the industry which I represent toward the law. 


. THE TIME when the cosmetic sections of the law went into 


Imperfection in Cosmetic Law Provisions 


Now, at the risk of seeming presumptuous, | should like to discuss 
what seems to me to be an imperfection in the provisions of the Act, 
dealing with the adulteration of cosmetics. The sections relating to the 
adulteration of foods (Section 402) and of drugs (Section 501) are 
clear and unequivocal. All foods and all drugs are treated alike under 
those sections. Section 601, however, which deals with the adulteration 
of cosmetics, presents an entirely different picture. Under that section, 
cosmetics are divided into two main classes, and one of those main 
classes is subdivided again into two classes. All three of these classes 
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are then treated quite differently, and, I submit, in a way which may at 
some time lead to considerable difficulty on the part of the Administration 
in its efforts toward fair and just enforcement. 


First, Section 601 divides all cosmetics into two groups, namely, 
cosmetics which are not hair dyes and those which are hair dyes. The 
former may not be colored with coal-tar colors which have not been 
certified in accordance with Section 604. The latter may contain un- 
certified, and in fact uncertifiable, coal-tar dyes. 


Then Section 601 (a) further subdivides coal-tar hair dyes into 
two groups: those bearing the warning statement provided in that sec- 
tion, and those which do not bear the warning statement. The former 
are completely exempted from the provisions of Section 601 (a). In other 
words, they may contain poisonous or deleterious substances which may 
render them injurious to the user. The latter are not exempted from that 
provision. I think it will not be disputed that in the cosmetic industry, at 
least, the presence of poisonous and deleterious substances is the key— 
the very essence—of the adulteration provisions. The other criteria of 
adulteration, namely, the presence of filthy, putrid, or decomposed sub- 
stances, unsanitary factory conditions, and containers made of poisonous 
substances, are purely secondary. 

Thus, cosmetics are of three kinds: those which may not, under any 
circumstances, contain harmful or deleterious substances and for which 
certified dyes are required, coal-tar dyes which are exempt under Sec- 
tion 601 (a) because they bear the required warning, and coal-tar hair 
dyes not exempt under 601 (a) because they do not bear the required 
warning. 


S. L. MAYHAM 
Executive Vice President 
of the Toilet Goods Association, Inc. 
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The implications of this situation may best be explained in the brief 
time at my disposal by citing two extreme hypothetical cases: 


Case Number 1: Suppose I, as a manufacturer, put out a coal-tar 
hair dye, adding to it certain harmful or deleterious substances—say 
some cyanide to develop the color. My labels and labeling are in com- 
plete order and include the required warning statement. I submit that, 
while I may be prosecuted under some other statute, I cannot be prose- 
cuted under Section 601 (a) because the presence of the warning state- 
ment completely exempts me from the provisions of that section. The 
harmful ingredient may be an amino dye, for which the exemption was 
written into the law, or it may be something quite different and far more 
dangerous to the consumer. Nevertheless, Section 601 (a) cannot be 
invoked against me. 


Case Number 2: I manufacture a hair dye which is completely 
harmless, but which contains an uncertified or uncertifiable coal-tar color, 
and I decide to omit the warning statement prescribed in 601 (a) for 
competitive commercial reasons. I submit that I cannot be prosecuted for 
using the uncertified dye because of the provisions of Section 601 (e) 
which exempts hair dyes from the certified dye provisions! 


Section 601 (a) does not require a warning statement; it merely 
offers me an exemption of which I do not choose to take advantage. 
Perhaps if the product were a drug where adequate direction labeling is 
required by the terms of Section 502 (f), I would be charged with mis- 
branding for failure to include the warning statement in the labeling. 
Even here, however, I submit that proof of the necessity of a warning 
statement would be necessary and that such proof would be extremely 
difficult in the case of a completely harmless product. Chapter VI, cover- 
ing cosmetics, however, contains no directional labeling requirements. 


This law does not, of course, concern itself with the competitive ad- 
vantages or disadvantages of any manufacture. Nevertheless, I submit 
that Section 601, in a case such as that cited, might well penalize one 
manufacturer as against another. I hasten to add that thus far these 
situations have not arisen and that the provisions of Section 601 have, 
in practice, worked very well indeed. The defects which I have cited, 
however, should at some time be corrected. The means and methods of 
correction are beyond the scope of this paper. 
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Impact of Law Upon Industry 


As to the impact of the law as a whole upon the cosmetic industry, 
there is no question but that it has been salutary. Products have been 
improved, labeling has become more informative. Even advertising, al- 
though unfortunately not coming within the provisions of this law, has 
shown less tendency toward exaggeration, I believe, more as a result of 
the excellent enforcement of this Act, than as a result of the laws which 
concern themselves directly with printed and spoken advertisements. 


Control of Advertising 


At the time of the passage of the Act and the start of more strict 
control of advertising claims by the Federal government, a considerable 
section of the drug industry strongly urged that control of advertising be 
left under the jurisdiction of the Federal Trade Commission. The in- 
dustry which I represent believed at that time, and has continued to be- 
lieve, that control of advertising should be vested in the Food and Drug 
Administration. The reasons for this belief were two-fold: first, that ad- 
vertising was, in fact, to a certain degree an extension of labeling and that 
the same government body which controlled the claims which might be 
made on labels or in the labeling should also control other methods of 
advertising. We foresaw the danger of a considerable dispute relative 
to jurisdiction because the line between labeling and advertising is a 
vague and uncertain one. We also saw the possibility that one or the 
other of the enforcement authorities would take a much more rigorous 
view regarding certain claims than the other and that, in fact, words 
descriptive of a product might be approved for labeling by the Food and 
Drug Administration and disapproved for advertising by the Federal 
Trade Commission. 


That in fact has taken place. For example: the Food and Drug 
Administration is quite vigorously opposed to the use of the word “tonic” 
as a name for a preparation for the hair. It insists that it knows of no 
ingredient or combination of ingredients which will exercise a ‘‘tonic 
effect” upon the hair. At the same time, the Federal Trade Commission 
has never taken any action against the use of the name “hair tonic’ or 
claims for ‘‘tonic action,” either in printed advertisements or on the radio. 
This makes the position of the honest and conscientious manufacturer 
extremely difficult. 
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The second reason for our belief that advertising as well as labeling 
should be controlled by the Food and Drug Administration is that the 
procedure under that Administration was much more likely to secure a 
fair and reasonable review of any case than that under the Act admin- 
istered by the Federal Trade Commission. The latter, as so often has 
been said, acts as prosecutor, judge and jury, and review in the courts, as 
food, drug and cosmetic lawyers have found to their sorrow, is a difficult 
if not impossible matter. 


On the other hand, cases brought by the Food and Drug Admin- 
istration must pursue their normal course through independent courts, 
and the respondent in such cases is certain that the case will be tried 
before a completely impartial body. We still believe that all labels, 
labeling and advertising, including oral advertising, of cosmetics should 
be under the jurisdiction of the Food and Drug Administration, and we 
hope that a suitable law to effect the transfer of jurisdiction from the 
Federal Trade Commission to the Food and Drug Administration will be 
passed at an early date. 


Board of Advertising Standards 


The organization which I represent has, from the beginning, done 
everything in its power to assist in making the Act fairly effective. It 
maintains a Board of Advertising Standards which has reviewed many 
thousands of labels and advertisements for its members. I believe the 
enforcement officials approve and welcome this service, which, I am sure, 
has lightened their own task to some extent. Thus far, no label which 
has received our approval has ever been called into question by the Food 
and Drug Administration. I hope we may continue this record, not only 
for the sake of the record itself, but also in the interest of making an 
essentially good law fulfill its purpose of true consumer protection. 


[The End] 
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Sweeting 


Failure To Reveal 
Material Facts 
in Labeling 


EDWARD BROWN WILLIAMS... MEMBER OF THE BAR 
OF THE DISTRICT OF COLUMBIA 








N 1938, Congress adopted for the Food, Drug, and Cosmetic Act 
and the Federal Trade Commission Act a precedent set in the 
Securities Act of 1933,’ punishing what has become a cardinal sin 

of omission—the failure to reveal facts material in the light of represen- 
tations made in labeling and advertising. This negative device, as 
formulated in Section 201(n) of the Food, Drug, and Cosmetic Act,’ 
and Section 15(a) of the Federal Trade Commission Act," is a fertile 
source of conceptual puzzles. 


taken into account (among other things) 
not only representations made or sug- 
gested by statement, word, design, de- 
vice, or any combination thereof, but also 





1Act of May 27. 1933, C. 38, Title I. 
Sec. 17; 48 Stat. 84, 15 U. S. C. T7 (q) 
(a) (2). It provides in part: 





“It shall be unlawful for any person 
in the sale of any securities by the use 
of any means or instruments of trans- 
portation or communication in interstate 
commerce or by the use of the mails, di- 
rectly or indirectly ... to obtain money 
or property by means of any untrue 
statement of a material fact or any 
omission to state a material fact neces- 
sary in order to make the statements 
made, in the light of the circumstances 
under which they were made, not mis- 
leading ...”’ 

2 Section 201 (n): 

“If an article is alleged to be mis- 
branded because the labeling is mislead- 
ing, then in determining whether the 
labeling is misleading there shall be 
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the extent to which the labeling fails to 
reveal facts material in the light of such 
representations...” 


3 Section 15 (a), as added by the Wheeler- 


Lea Act, 52 Stat. 114: 


“The term ‘false advertisement’ means 
an advertisement, other than labeling, 
which is misleading in a material re- 
spect; and in determining whether any 
advertisement is misleading, there shall 
be taken into account (among other 
things) not only representations made or 
suggested by statement, word, design, 
device, sound, or any combination there- 
of, but also the extent to which the 
advertising fails to reveal facts material 
in the light of such representations ...”’ 


Food Drug Cosmetic Law Quarterly— March, 1948 














Underlying Constitutional Problem 


When projected against the background of the Magnetic Healing 
case of 1902, the Johnson case of 1911,° the Sherley Amendment of 
1912,° the Eckman’s Alterative case of 1916,’ and its own legislative 
history, it reveals a number of particularly intriguing facets. Limita- 
tions of time restrict us to dealing here with that one which reflects 
an underlying constitutional problem—the problem of how far differ- 
ences of expert opinion as to the validity of therapeutic claims for drugs 
will serve as a defense against the provisions of law directed at false 
and misleading representations. The concept of failure to reveal mate- 
rial facts, which is, in effect, a mandate that such facts be revealed, 
was intended to avoid the full impact of this problem. The extent to 
which it has succeeded will be considered hereafter. 


The Magnetic Healing Case 


The Magnetic Healing case, involving a Post Office fraud order, 
first posed the problem and laid the ground work for the Court's indi- 
cation, in the subsequent Johnson case, that regulation of therapeutic 
claims was beyond congressional authority. The fraud order had 
required the confiscation of mail and money orders directed to the 
School of Magnetic Healing, on the ground that its claims of healing 
powers for most, if not all, human ills were false and fraudulent. The 
School reacted with a complaint for an injunction against the enforce- 
ment of the order, to which the government demurred. Overruling the 
demurrer, the Court expressed the view that such claims were matters 
of opinion not susceptible of reduction to questions of fact, and con- 
strued the mail fraud statutes as inapplicable.* 


Strikingly enough, neither the government nor complainants argued 
this key point in their briefs in the Supreme Court.® 








* American School of Magnetic Healing 
v. McAnnulty, 187 U. S. 94. 

5 United States v. Johnson, 221 U. S. 488. 

* Act of Aug. 23, 1912, Ch. 32, 37 Stat. 416 

* Seven Cases of Eckman’s Alterative v. 
United States, 239 U.S. 510. 

* The governing statute was Section 3929 
of the Revised Statutes of the United States 
providing that ‘‘The Postmaster General 
may, upon evidence satisfactory to him that 
any person is engaged in conducting any 
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. . . scheme or device for obtaining money 
through the mails by false or fraudulent 
pretenses, representations, or promises’’ 
cause the return to the sender of all reg- 
istered letters directed to such person with 
the word ‘‘fraudulent”’ stampéd upon them. 
Other provisions extended this procedure to 
all letters and to money orders. 

* Briefs of Appellant and Appellee, 
Transcripts of Records (1902), Vol. 5, Case 
No. 27. 
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It is noted that the Court, having considered the case only on 
demurrer, expressly disclaimed an intention to preclude the government 
from showing on the trial, if it could, ‘that the business of complainant 
as in fact conducted is a violation of the statutes as herein construed.” *° 
The government, therefore, argued in its brief in the later Johnson case, 
but without apparent effect, that there was no holding that practices in 
fact dishonest and fraudulent were not touched by the statute." 


The Johnson Case 


The Johnson case, involving an alleged cancer remedy, was decided 
in 1911 on a motion to quash an indictment. The Court construed 
the Food and Drugs Act of 1906 ** as applicable only to what it called 
“matters of fact’ involving the identity of a drug, “possibly” it said, 
“including its strength, quality and purity.” ** It strongly implied that 
it would have been beyond the authority of Congress to attempt the 
regulation of therapeutic claims,"* citing the Magnetic Healing case. 
The Court thus deprived the Food and Drug Administration of any 
basis, under the 1906 Act, for proceeding against drugs on account of 
allegedly false therapeutic claims, regardless of whether fraudulent 
intent was involved. . 


Defendant's presentation of his case was remarkably effective. The 
government had asserted in its briefs that the only recognized method of 
treating cancer was by excision—the knife.** Its brief played up at 
length the agitation against quackery in medicine, reflected in such peri- 
odicals as Colliers, the Ladies Home Journal, and Popular Science 
Monthly, which had occurred contemporaneously with the considera- 
tion of the 1906 Act by Congress: The point made was that a purpose 





10187 U. S. 111. 

1 Brief for the United States, p. 72, 
Reply Brief, pp. 17, 18, Transcripts of 
Records (1910), Vol. 60, Case No. 433. 

122 Act of June 30, 1906, Ch. 3915, 34 Stat. 
768. Section 8 provided ‘‘That the term 
misbranded, as used herein, shall apply to 
all drugs .. . the package or label of which 
shall bear any statement, design, or device 
regarding such article, or the ingredients 
or substances contained therein, which shall 
be false or misleading in any particu- 
PP ee 

13 221 U. S. 497, 498. 
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4 The Court said: 

‘“‘We shall say nothing as to the limits 
of constitutional power, and but a word 
as to what Congress was likely to at- 
tempt. It was much more likely to 
regulate commerce in food and drugs 
with reference to plain matter of fact, 
so that food and drugs should be what 
they professed to be when the kind was 
stated, than to distort the uses of its con- 
stitutional power to establishing criteria 
in regions where opinions are far apart.’ 

221 U. S. 498. 
% Brief for the United States, pp. 19, 20, 


Reply Brief, p. 7, Transcripts of Records 


(1910), Vol. 60, Case No. 433. 
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of the Act was to eliminate worthless nostrums, and Dr. Johnson's 
remedies were assigned to that category.’® 


This particular gimmick backfired. Expressing amazement that the 
government should so depart from the record and argue the merits of 
a case arising on motion to quash an indictment, defendant's attorneys 
vigorously accepted the government's challenge. In an “additional 
brief” they proceeded to quote liberally from writings of apparently 
reputable physicians of the Allopathic School of Medicine, the Homeo- 
pathic School, and the Eclectic School to which Dr. Johnson subscribed, 
to show that there were recognized methods of treating cancer other 
than excision, including, in the case of skin cancers, the caustic method 
(escharotics) used in part by the doctor.'' This demonstration was 
completed by the incorporation in the brief of the transcript of an appeal 
by Dr. Johnson in the Circuit Court of Jackson County, Missouri, from 
an order of the Missouri State Board of Health revoking his license to 
practice medicine. The Missouri Court held that the evidence did not 
sustain the order of revocation, having had before it the testimony of 
patient after patient that the doctor had cured them of cancer, and the 
testimony of certain physicians that they had treated cancer success- 
fully by means other than excision."® 


Thus the Supreme Court was faced with definite indications of a 
difference of medical opinion as to the efficacy of the principle used in 
Dr. Johnson's preparations. The majority of the Court may well have 
been convinced that there was no basis in fact for the government's 
action. To what extent it was in fact influenced by defendant's repre- 
sentations is, of course, speculative. 


Nevertheless, for one reason or another, in these significant cases 
— Johnson and Magnetic Healing—basically controlling principles were 
enunciated without a thorough factual presentation of the government's 
position and that fact may have been determinative. 


There was a strong dissent in the Johnson case. The minority, 
led by Chief Justice Hughes, were not swayed by the complainant's rep- 
resentations. They insisted upon the existence of ‘‘a field in which state- 


*% Brief for the United States, pp. 50. 51 Additional Brief of defendant-in-error, 
and Appendix, Transcripts of Records p. 4 et seq., Transcripts of Records (1910). 
(1910), Vol. 60, Case No. 433. Vol. 60, Case No. 433. 


* Transcripts of Records (1910). Vol. 60, 
Case No. 433, Additional Appendix. 
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ments as to curative properties are downright falsehoods and in no sense 
expressions of judgments.’ *® The Chief Justice saw no serious question 
concerning the power of Congress in that field. 


The Sherley Amendment 


Extravagant claims of effectiveness, removed from the scope of the 
1906 Act by this case, constituted the types of misbranding of most seri- 
ous import to the public welfare. Consequently, President Taft soon 
requested Congress to amend the Act to apply specifically to such claims 
in cases of fraud.2° The result was the so-called Sherley Amendment, 
enacted August 23, 1912, declaring a drug to be misbranded if its package 
or label bore claims of effectiveness which were false and fraudulent.*' 
The Supreme Court then sustained the constitutionality of the amend- 
ment in the Eckman’s Alterative case,”* in 1916, 


In that case, Chief Justice Hughes, speaking this time for the 
majority, held that Congress, by the requirement that fraud be shown, 
had “recognized that there was a wide field in which assertions as to 
curative effect are in no sense honest expressions of opinion but con- 
stitute absolute falsehoods and in the nature of the case can be deemed 
to have been made only with fraudulent purpose.” *° 


Opinions Contrasted 


Observe the Court's assertion that statements as to effectiveness 
may constitute ‘absolute falsehoods,” as contrasted with the statement 
in the Magnetic Healing opinion, which also involved a statute dealing 
with fraud,** that questions of effectiveness could not be reduced to 
matters of fact. Thus, although the Court appeared to judge the Sherley 
Amendment in the light of its pronouncements in the Magnetic Healing 
and Johnson cases, the actual result of its decision was to discard the 





false and fraudulent.'’ Act of Aug. 23, 


19 221 U. S. 504, 506. 
1912, Ch. 32, 37 Stat. 416. 





2 Message of June 20, 1911. House 
Docket 75, Sixty-second Congress, Second 
Session, 48 Congressional Record (Part 11) 
11322. 

21 The Sherley Amendment added to Sec- 
tion 8 of the 1906 Act the provision that a 
drug should be deemed to be misbranded 
“If its package or label shall bear or con- 
tain any statement, design, or device re- 
garding the curative or therapeutic effect 
of such article or any of the ingredients 
or substances contained therein, which is 


Page 68 


22 Seven Cases of Eckman’s Alterative v. 
United States, 239 U. S. 510. 

23 239 U. S. 518. 

*% The statute, R. S. 3929, applied to the 
obtaining of money by “false or fraudu- 
lent’’ pretenses, but the Postmaster Gen- 
eral found complainants’ scheme to be both 
false and fraudulent, and the courts treat 
the statute as directed at fraudulent en- 
terprises. 
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extreme Magnetic Healing rule. It recognized that some therapeutic 
claims could be reduced to matters of fact and shown to be falsehoods. 
No good reason appears why this could not have been done without 
a requirement that fraud be proved, as the Chief Justice held in the 
Johnson case. 


Burden of Proving Fraudulent Intent 


The Sherley Amendment required a finding that the representa- 
tions were both false and fraudulent. Manifestly, therefore, the require- 
ment of proof under the amendment differed from that under the original 
1906 Act only by reason of the added factor of scienter—the requirement 
of proving that the defendant knew that his claims were false. It was 
just as essential, under the amendment, to reduce the claims to matters 
of fact, in order to show falsity, as it was under the 1906 provision. The 
test of this is that the claims could not successfully be attacked if the 
defendant could show that the drug was effective.*° The requirement 
that fraud be proved seems to have been in reality merely an additional 
requirement tending to assure that only actual falsehoods would be 
outlawed. 


This burden of proving fraudulent intent—the state of mind of indi- 
viduals—proved too great and drastically weakened enforcement opera- 
tions. Moreover, the honest but ignorant purveyer of nostrums was 
entirely immune from the law.*® 


Requirement That Material Facts Be Revealed 


It was this state of affairs which eventually brought about the adop- 
tion, in 1938, of the concept of failure to reveal material facts—the 
modern and less restrictive device designed to soften the constitutional 
difficulty which gave rise to the Sherley Amendment. 


We may consider the function and operation of the provisions estab- 
lishing this concept in the light of that background. 


Section 201(n) of Senate Bill 5, as first formulated, provided 
specifically that where experts differ substantially as to the truth of a 
representation “‘the labeling shall not be considerec misleading if it states 





% Kar-Ru Chemical Co. v. United States, 2° Senate Report No. 361, Seventy-fourth 
264 F. 921 (CCA-9; 1920). Congress, First Session 17, 18. 
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clearly and prominently the fact of such difference of opinion.” *’ 
Senate Bill 1077, which became the Wheeler-Lea Act, contained the 
same provision, as reported to and passed by the House.** Mr. Lea, 
the Chairman of the House Committee, stated in the debate on Senate 
Bill 1077 that the legislative Counsel had concluded that “this language 
is necessary to satisfy the constitutional requirements in an Act defining 
crime,” and also specified that it was necessary in order to reach 
opinions.”® 


The provision was later eliminated from the bills as “unneces- 
sary, °° but the House Committee report on Senate Bill 5 stated that 
the existence of a ‘‘narrow and limited support” for a claim of curative 
value would constitute a material fact which must be revealed.*' Since, 
as its history indicates, a prime purpose of the provision requiring the 
revelation of material facts was to reach opinions generally, it certainly 
seems that the existence of a substantial difference of opinion would 





also have to be revealed. 


There had been other proposals aimed at the constitutional problem, 
which would have required that therapeutic claims be supported by 


demonstrable scientific facts or expert opinion.** 


These proposals 





77Committee Print No. 3, August 19, 
1937, Seventy-fifth Congress, First Session. 

7% House of Representatives Report No. 
1613, Seventy-fifth Congress, First Session 
(1937) 20. 

2°83 Congressional Record (Part 1) 413, 
414 (1938). 

%® Report of Committee of Conference on 
the disagreeing votes of the two Houses 
on Senate 1077, House of Representatives 
Report No. 1774, Seventy-fifth Congress, 
Third Session 10. The corresponding pro- 
vision in Senate 5, as recommended by the 
subcommittee, was eliminated before the 
bill was reported to the House. 

*%* House of Representatives Report No. 
2139, Seventy-fifth Congress, Third Session 
(1938) 8. The same reference indicates that 
if there is only a limited support for a 
claim that fact must also be revealed. 

2 For example, the first food and drug 
bill, Senate 1944, Seventy-third Congress, 
First Session, declared a drug to be mis- 
branded if its labeling or advertising con- 


tained therapeutic claims which were 
contrary to the ‘‘general agreement of 
medical opinion.’’ Secs. 8 (a) (2) and 


9 (b) (2). Sections 6 (a) and 9 (b) of 
Senate 2800, as reported by the Senate 
Committee on Commerce in the Seventy- 
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third Congress, Second Session, provided 
that therapeutic claims in labeling and 
advertising should be deemed false if ‘‘not 
supported by substantial medical opinion 
or demonstrable scientific facts.’’ Similar 
provisions were included in succeeding bills. 
Sections 3 (e) (2) and 17 (a) of Senate 5, 
as passed by the Senate in the Seventy- 
fifth Congress, First Session, provided that 
curative claims in labeling and advertising 
would be deemed false and misleading if 
‘not supported by persons who, by reason 
of scientific training and experience, are 
qualified as experts on the subject to which 
such representation relates."” This was 
eliminated by the House Committee as 
opening the way for nostrum makers to sup- 
port their claims by only a few experts. 
House of Representatives Report No. 2139, 
Seventy-fifth Congress, Third Session 
(1938) #7. 

It was not until the bill was before a 
subcommittee of the House Committee on 
Interstate and Foreign Commerce that this 
approach was eliminated and the concept 
of failure to reveal material facts was in- 
troduced into Section 201 (n). Committee 
Print No. 3, August 19, 1937, Seventy-fifth 
Congress, First Session. 
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reflected a deep concern with the constitutional problem and the devising 
of methods of avoiding it. But they were eventually replaced by the 
requirement that material facts be revealed, which was hit upon as the 
most effective device for lending support to the law as applied to thera- 
peutic claims. As a result, the government is right back where it began 
in 1906, insofar as concerns its efforts to outlaw such claims by proving 
falsity as distinguished from proving a failure to reveal material facts. 


The government must, therefore, fall back on general principles 
where it would outlaw claims by proving them false. In so doing, it 
is again faced with the Magnetic Healing rule and defenses based on 
the history of Section 201(n) and Section 15(a). This history is 
susceptible of the interpretation that Congress intended to reach thera- 
peutic claims involving differences of expert opinion only by compelling 
the revelation on the label of such differences. 


References to Constitutional Problem 


There are repeated references to the constitutional problem in the 
debates and reports on the various bills. The final House reports, already 
mentioned, specifically stated that, in cases where claims have only a 
narrow and limited support, ‘the misleading character of the label may 
be corrected by an appropriate qualifying statement revealing this mate- 
rial fact.” ** Taken literally, this certainly seems to mean that the state- 
ment may be made.if so qualified. 


The same report and the final House report on Senate Bill 1077 
declare that, if the statute left to the jury in each case the question of 
whether a representation about which the experts differed were mis- 
leading “there would . . . exist the kind of uncertainty which would 
invalidate the statute.’’ ** 


Such statements appear to constitute a complete acceptance of the 
limitations on the power of Congress earlier suggested by the court 
decisions. They may provide a considerable hazard for the government 
in seeking to outlaw entirely claims of effectiveness where there is an 
alleged difference of expert opinion and the labeling states that a con- 
flict exists. 





® House of Representatives Report No. * House of Representatives Report No. 
2139, Seventy-fifth Congress, Third Session 2139, Seventy-fifth Congress, Third Session 
(1938) #8. (1938) #7; House of Representatives Report 


No. 1613, Seventy-fifth Congress, First Ses- 
sion (1937) #7. 
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Although it would be rash to predict how narrowly the provisions 
of the statute may be construed, further attempts to invoke the adverse 
elements of the record may surely be anticipated. The government can 
derive encouragement, however, from the enlightened opinion in the case 
involving Dr. Salisbury’s Rakos,** decided in 1944 in the District of 
Minnesota, which indicates a trend toward sound restrictions on the 
early rule. 


Dr. Salisbury’s Rakos Case 


Here there was conflicting medical testimony as to the merits of 
several veterinary preparations seized under the Food, Drug, and Cos- 
metic Act. But the government showed, by results of actual tests of 
the drugs in the disease conditions for which they were represented, 
that they were not effective as claimed, thus clearly reducing the question 
to one of fact. The Court had no doubt that when the question of 
effectiveness has ‘‘transcended the realm of opinion into the realm of 
demonstrable fact,”’ it is properly submitted to the jury.** 


This view seems patently sound, especially with the remarkable 
advances which have been made in pharmacology and in the experi- 
mental procedures of the laboratory, with the consequent increases in 
the certainty of medical knowledge. Undoubtedly, many matters in 
the field of medicine which, in 1902 and even in 1911, were yet in the 
realm of opinion, have today been brought within that of fact. Clearly, 
for this reason alone, the extreme rule of the Magnetic Healing case 
is not valid today. It probably was not valid even when enunciated.” 


Scientific Proof To Show Falsity of Claim 


It should not be difficult to satisfy most courts today that a simple 
prescription of false or misleading labeling and advertising provides an 
adequate constitutional standard where scientific proof can be offered 





* 53 F. Supp. 746. 

% 53 F. Supp. 758. 

“It seems evident that the business of 
courts and administrative agencies cannot 
be conducted without placing some reli- 
ance on opinion, even where differences 
occur among the experts. We need go no 
further than the food standards procedures 
of the Food and Drug Administration. 
where reliance is of necessity placed upon 
expert testimony to confirm this fact. The 
functions of the Federal Trade Commission, 
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the Securities and Exchange Commission, 
and the National Labor Relations Board, 
to name only a few of many possible ex- 
amples, could not be prosecuted without 
expert testimony. There was some recog- 
nition of this necessity by the courts even 
under the Sherley Amendment, Kar-Ru 
Chemical Co. v. United States, 264 F. 921 
(CCA-9; 1920), as there has been under 
the mail fraud laws. Moses v. United 
States, 221 F. 863 (CCA-2; 1915), Aycock 
v. O’Brien, 28 F. (2d) 817 (CCA-9; 1928). 
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tending to show the falsity of a claim. In the public health field with 
which we are dealing, potent reasons of public policy impel the imposi- 
tion of strict standards of accuracy on the marketer of drugs himself. 
Reputable business has assumed the burden of assuring itself of the 
value of its drug products. But where the government offers substantial 
proof that a curative claim is false, it is entitled to go to the jury on 
the question except in the narrow class of cases where it is perfectly 
evident that opinions only are involved and that they are honest and 
informed. This it was not permitted to do in the Johnson case and had 
no opportunity of doing in the Magnetic Healing case. 


In principle, the same concept should govern where the conflict 
is between different schools as where the issue is between experts of the 
same school. There is, of course, a plethora of so-called schools of 
medicine.** Where the differing schools are recognized by state or Fed- 
eral law and their doctrines can be regarded as seriously practiced, the 
Magnetic Healing rule will probably be applied, unless indeed the prose- 
cution is permitted by the court to show by evidence of clinical tests 
that the remedy attacked is in truth not effective. Once such a rational 
course is permitted and the government succeeds, a more realistic judicial 
attitude than that characterizing the earlier viewpoint may be expected.*” 


Only where the old rule must be applied should the provision requir- 
ing the revelation of material facts have to be invoked. 


Rules Governing the Federal Trade Commission 


We have seen that the legislative history of Section 15(a) of the 
Federal Trade Commission Act is part and parcel of that of Sec- 
tion 201(n). There was the same preoccupation with the constitutional 
problem as it applied to therapeutic claims in advertising and as it applied 
to such claims in labeling. In fact, there appears to be no basic reason 
why the Federal Trade Commission should not be governed by the same 
rules in this respect as the Food and Drug Administration. That the 
Committees of Congress assumed this to be the case is indicated by the 
Committee reports. 





* For example, the Naturopathic, Din- *® See the concurring opinion of Judge 
shaw (Spectro-Chromatic), Eclectic. Mag- Healy in the case of Adah Alberty v. Fed- 
netic Healing. and Sinuothermic Schools, eral Trade Commission, 118 F. (2d) 669 
in addition to those generally recognized (CCA-9; 1941), discussed infra. 
and better known. 
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It is true that, by statute, the findings of the Commission are con- 
clusive upon the courts if based upon substantial evidence. But the 
Magnetic Healing rule, to the extent of its present validity, is jurisdic- 
tional in a constitutional sense, and its application should not depend 
upon the presence or absence of such provisions. The determinations 
of the Postmaster General were likewise entitled to support by the 
courts if based on substantial evidence and within the scope of the law, 
as the Magnetic Healing case itself shows.*° 


In practice, the Commission has apparently encountered little diffi- 
culty with the Magnetic Healing rule. Its findings are frequently based 
on expert opinion derived only from general medical and pharmaceutical 
knowledge, in spite of contrary testimony resting on actual tests of the 
drugs involved. Nonetheless, the Commission's orders in such cases 
have almost uniformly been supported by the courts.*! 


The constitutional point as applied to conflicts between different 
schools of medicine was argued before the Circuit Court of Appeals in 
the Alberty case, in 1941.*7 The Court sustained the Commission but 
Judge Healy, in a concurring opinion, expressed the view that the Com- 
mission may not choose between conflicting opinions of recognized 
schools of medicine, where the objective truth of neither opinion can be 
scientifically demonstrated. He agreed, however, that on the particular 
facts of the case the theory had no application since there was no clear 
alignment of one school against another. 


The significance of the cases upholding the findings of the Com- 
mission seems to be, not that the constitutional limitations in question 
are not applicable to the Commission's determinations, but that a more 
practical viewpoint is now being taken by the courts on this problem. 
Perhaps the courts discerned in these cases that the Commission could 





#187 U. S. 107. To the same effect see breed of hogs. The Court conceded, for 








Leach v. Carlile, 258 U. S. 138, 139 (1922). 

“1 See, for example, Justin Hayes & Co. 
v. Federal Trade Commission, 105 F. (2d) 
988 (CCA-2; 1939); Dr. W. B. Caldwell Inc. 
v. Federal Trade Commission, 111 F. (2d) 
889 (CCA-7; 1940); Neff v. Federal Trade 
Commission, 117 F. (2d) 495 (CCA-4; 
1941); J. BE. Todd, Inc. v. Federal Trade 
Commission, 145 F. (2d) 858 (App. D. C., 
1944). In L. B. Silver Co. v. Federal Trade 
Commission, 289 F. 985 (CCA-6; 1923), the 
Magnetic Healing rule was considered in- 
conclusively in connection with a conflict 
of expert opinion as to the identity of a 
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the purposes of the case, that the Commis- 
sion’s finding resolving the conflict was 
conclusive upon it but held that, in any 
event, no unfair competition was involved. 
“Adah Alberty v. Federal Trade Com- 
mission, 118 F. (2d) 669 (CCA-9; 1941). 
Respondent Alberty claimed that the Com- 
mission had improperly rejected the tes- 
timony of experts of the Homeopathic 
School of Medicine, b' the Court held that 
its findings were, to t.ic contrary, supported 
in part by experts of that School and in 
part by other experts, and that such con- 
flicts were for the Commission te resolve. 
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justifiably have concluded that the testimony supporting the claims of 
effectiveness was either uninformed or prejudiced so that, in reality, 
there was no honest difference of opinion. 


Prescription Drugs 

Even where the government's only apparent remedy is to invoke 
the requirement that material facts be revealed, it may proceed to toss 
a pass right over the heads of the opposing team, under cover of the 
regulations under Section 502 (f) (1) of the Act.**. These regulations 
require, in effect, that certain drugs be sold only on prescription. 

We may suppose that those drugs concerning whose effectiveness 
different schools or experts might today honestly differ would generally 
be regarded by the Food and Drug Administration as new drugs subject 
to Section 505 of the Act, as dangerous drugs, or as drugs of which no 
efficacious use can be made except under a physician's direction. It 
would not be surprising, therefore, if in most such instances the Admin- 
istration would seek to require, pursuant to the Section 502 (f) (1) 
regulations, that such drugs be sold only on prescription. The question 
of whether the labeling should reveal the existence of any difference 
of expert opinion would, therefore, become merged with the require- 
ment of the regulations that necessary information concerning the drug 
be provided to doctors by the manufacturer. The function of the con- 
cept of failure to reveal material facts would accordingly be further 
reduced. 

Conclusions 

On the basis of this discussion the conclusions seem justified that 
a requirement of proof of fraud is not a constitutional condition of 
the validity of the provisions of law directed at false or misleading 
therapeutic claims; that the sound approach, and the trend today, is to 
restrict the application of the Magnetic Healing rule to cases where 
there are bona fide differences of opinion between qualified experts not 
reducible to questions of fact by scientific demonstration; that, on the 
one hand, the legislative history of the concept of failure to reveal mate- 
rial facts presents some hazards for the effective administration of the 
laws designed for the control of therapeutic claims, and that, on the 
other, the application of that concept may be of substantially narrower 
scope than was anticipated by those who formulated it. [The End] 





#21 C. F. R., 1944 Supp., Sec. 2.106. 
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Product Liability 





BRADSHAW MINTENER 


keeping up to date on the cases decided during the past year in 
this branch of the law. Of necessity, it can only point out the 
high lights. 

Since our meeting of the Section on Food, Drug, and Cosmetic 
Law of the New York State Bar Association last year, the product 
liability cases reported in the digests and reporters are again compara- 
tively few. Furthermore, no decisions of unusual significance have been 
reported. They are, generally speaking, the ordinary mill run of cases. 
In fact, they have been unusually and repetitiously dull this year. 

During 1947, consumers’ claims and complaints, involving my 
company’s products, were very few indeed. Nothing approaching a 
lawsuit was presented to us. The impact of the changing economic situ- 
ation has apparently not yet arrived. 

The only noteworthy new trend developed this past year is an 
increase in the number of beverage bottle explosion cases. 

The following is a summary of the reported cases during 1947: 


[ee PURPOSE and intent of this paper is to assist lawyers in 


Explosion of bottle beverages 9 
Bottle beverages containing foreign substances 
such as decomposed flesh, mice, and dirt 4 
Canned beans containing glass l 
Improper food (served by caterer) causing mental 
suffering 1 
Pork containing trichinae l 
Injury from lipstick causing allergy l 
Raw cream causing undulant fever 1 
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nite 


Injury from defective glass jar __. l 
Hand infection due to permanent wave prepara- 
3 i ah ee l 


Injury requiring amputation of finger caused by 
pricking on metal decoration on cosmetic box l 


The above summary indicates that the courts have this past year 
been confronted with a substantial increase in bottle explosion cases. 
This fact seems to lead to the conclusion that either less care is being 
used in the manufacture of bottles or the bottlers are less careful than 
heretofore. On the other hand, however, this increase may also be the 
result of increased beverage consumption. 


The geographical distribution of these cases is interesting: 


Bottle explosion cases: Florida, Kansas, Louisiana, Maryland, 
New York, North Carolina, Tennessee, Texas, and Vermont 
1, each. 

Beverage containing foreign substance: Arizona, Arkansas, Illi- 
nois, and Louisiana, | each. 

Glass in canned beans: Connecticut, 1. 

Improper food causing mental suffering: New York, |. 

Pork containing trichinae: Massachusetts, 1. 

Allergy from lipstick: New Jersey, 1. 

Raw cream and undulant fever: California, 1. 

Defective glass jar: Delaware, 1. 

Infection from permanent wave preparation, United States District 
Court: Illinois, 1. 

Injury from metal decoration on cosmetic box: New York, 1. 


This past year there were nine reported cases tried on the theory 
of res ipsa loquitur, four of which held that the doctrine did not apply. 


In a Louisiana bottle explosion case (Piacun v. Louisiana Coca-Cola 
Bottling Company, et al. [CCH Food Drug Cosmetic Law Reports 
{ 22,124]), the court applied the res ipsa loquitur doctrine ‘‘condi- 
tionally,” stating that ““* * * under the jurisprudence of this State, the 
doctrine of res ipsa loquitur is applicable in such a case (exploding 
bottle) only conditionally, that is to say it has application only after 
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the person to whom the bottles were delivered shows that between the 
time of delivery and the time of the accident, the particular bottle 
involved was not ‘opened or tampered with or improperly handled.’ ” 


There was also a case reported, as indicated above, involving a 
cosmetic (lipstick), in which it was claimed the plaintiff sustained injury 
alleged to have been caused from allergy as a result of using the lipstick. 
Recovery was allowed on the theory of an implied warranty under 
the New Jersey statute. 


The following are the product liability cases referred to above, 
together with citations: 


Exploding Bottle Cases 


Kees v. Canada Dry Ginger Ale, Inc. (Kansas), decided January 
13, 1947, 199 S. W. (2d) 76 [CCH Food Drug Cosmetic 
Law Reports § 22,104]. 

Curley v. Ruppert (New York), decided May, 1947, 71 N. Y. S. 
(2d) 578 [CCH Food Drug Cosmetic Law Reports § 22,113]. 

Graham, et al. v. Cloar (Tenn.), decided June 27, 1947 [CCH 
Food Drug Cosmetic Law Reports § 22,114]. 

Melber v. Suburban Club Carbonated Beverage Company, Inc. 
(Md.), decided September 17, 1947 [CCH Food Drug Cos- 
metic Law Reports § 22,118]. 

Joly v. Jones, et al. (Vermont), decided October 7, 1947, 55 A. 
(2d) 181 [CCH Food Drug Cosmetic Law Reports 4 22,119]. 

Davis v. Coca-Cola Bottling Company of Asheville (N.C.), decided 
October 8, 1947, 44 S. E. (2d) 337 [CCH Food Drug Cos- 
metic Law Reports § 22,120]. 

Starke Coca-Cola Bottling Company v. Carrington (Fla.), decided 
November 21, 1947, 32 S. (2d) 583 [CCH Food Drug Cos- 
metic Law Reports § 22,122]. 

Piacun v. Louisiana Coca-Cola Bottling Company (La.), decided 
December 1, 1947, 33 So. (2d) 421 [CCH Food Drug Cos- 
metic Law Reports § 22,124]. 

Stroud v. Brands Punch Syrup Co.., et al. (Tex.), decided October 
23, 1947, 205 S. W. (2d) 618 [CCH Food Drug Cosmetic 
Law Reports § 22,125]. 
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Defective Glass Jar 


Hartford Accident and Indemnity Company v. Anchor Hocking 
Glass Corporation (Delaware), decided September 29, 1947, 
55 A. (2d) 148 [CCH Food Drug Cosmetic Law Reports 
§ 22,121]. 





Foreign Substances 


Southwestern Coca-Cola Bottling Co. v. Northern (Arizona), 
decided January 27, 1947 [CCH Food Drug Cosmetic Law 

: Reports § 22,106]. (Decomposed Flesh in Bottle of Carbon- 

. ated Beverage. ) 

Coca-Cola Bottling Co. of Fort Smith v. Reeves (Arkansas), 
decided April 7, 1947, 200 S. W. (2d) 811 [CCH Food 
Drug Cosmetic Law Reports § 22,111]. (Glass in Bottled 
Beverage. ) 

Patargias v. Coca-Cola Bottling Company of Chicago, Inc. (lIlli- 
nois), decided June 23, 1947, 332 Ill. App. 117 [CCH Food 
Drug Cosmetic Law Reports § 22,115]. (Mouse in bottled 
beverage. ) 

Arena v. Squire Company (Mass.), decided June 6, 1947, 73 N. E. 
(2d) 836 [CCH Food Drug Cosmetic Law Reports © 22,116}. 
(Pork Containing Trichinae. ) 

Moore v. Natchitoches Coca-Cola Bottling Company (La.), decided 
October 31, 1947, 32 S. (2d) 347 [CCH Food Drug Cos- 
metic Law Reports § 22,123]. (Dirt in Bottled Beverage. ) 

Nocera v. Great Atlantic and Pacific Tea Company (Conn.), 
decided June 13, 1947, 15 Conn. Supp. 174 [CCH Food Drug 
Cosmetic Law Reports § 22,127]. (Glass in Canned Beans. ) 


a ee ee _ 


Mental Suffering (No recovery ) 


Frank v. The Justine Caterers, Inc. (New York), decided February 
17, 1947 [CCH Food Drug Cosmetic Law Reports § 22,107]. 


Injury from Cosmetic Box 


Poplar v. Bourjois, et al. (New York), decided March 21, 1947, 69 
N. Y. S. (2d) 252 [CCH Food Drug Cosmetic Law Reports 
§ 22,108]. 
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Allergy from Lipstick 


Reynolds v. Sun Ray Drug Company (N. J.), decided April 24, 
1947, 52 A. (2d) 666 [CCH Food Drug Cosmetic Law 
Reports § 22,110]. 


Undulant Fever from Raw Cream 


Whitfield, et al. v. Jessup, et al. (Calif.), decided July 28, 1947 
[CCH Food Drug Cosmetic Law Reports § 22,117}. 


Infection from Permanent Wave Preparation 


Verdi v. The National Mineral Company (U. S. District Court, 
Northern District of Illinois ), decided October 29, 1947 [CCH 
Food Drug Cosmetic Law Reports § 22,126}. 


During the past year the following American Law Reports Anno- 
tations have been published on various phases of product liability law: 


167 A. L. R. 658—"‘Res ipsa loquitur as a presumption or a mere 
permissible inference." This Annotation follows the report of 
a West Virginia case of Holley v. Purity Baking Co., 37 S. E. 
(2d) 729, reported in last year’s paper. 


168 A. L. R. 389—"'Implied warranty of quality, fitness, or condi- 
tion as affected by buyer's inspection of or opportunity to 
inspect goods.”’ 


168 A. L. R. 1054 (Supplementing 13 A. L. R. 1176, 74 A. L. R. 
343) “Liability of seller of article (including food) not inher- 
ently dangerous, for personal injuries due to the defective 
condition of the article.”’ 


171 A. L. R. 1200—*Presumption of Negligence from Foreign Sub- 
stances in Food.’ This is a very comprehensive annotation and 
review of the authorities. 


I recommend again to you the Commerce Clearing House publica- 
tion—CCH Food Drug Cosmetic Law Reports. This contains an excel- 
lent Product Liability Commentary with annotations and full reports of 
currently decided product liability cases. This reporter is an excellent 
ready reference handbook and provides a very useful compilation of 
current cases, together with annotations and commentaries thereon in 
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this field of the law. It is very ably prepared and is a noteworthy con- 
tribution to the everyday tools of the practicing lawyer. 


Conclusions 


1. The number of bottle explosion cases has materially increased 
this past year. 

2. The trend toward imposing absolute liability in these product 
cases continues. 


3. The extension of the implied warranty doctrine continues. 


4. There has been a slight increase in the number of cases tried 
during 1947 on the theory of res ipsa loquitur. 


5. The trend continues toward spelling out a warranty implied 


by law by virtue of the very nature of the business involved rather than 
by reason of the contractual relations between the parties. 


6. Continued and increased cooperation between our principals 
and the United States Food and Drug Administration, city and state 
food and drug authorities, is necessary and desirable. 

7. Continued cooperation in the exchange of information regard- 
ing product liability claims and cases between our respective principals 
is necessary and desirable. 

8. Continued and increased support, if possible, of Mr. Dunn's 
office in reporting claims and cases, thereby enhancing the value of 
his Claims Index, is necessary and desirable. [The End] 


BRADSHAW MINTENER 


Vice President and General Counsel, 


Pillsbury Mills, Inc. 
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THE JURISDICTIONAL ASPECTS OF FEDERAL REGULATION OF 


Adulteration and Misbranding 
of Alcoholic Beverages 


BY FREDERIC P. LEE .... . MEMBER OF THE LAW 
FIRM OF ALVORD AND ALVORD, WASHINGTON, D.C.... 
FORMER LEGISLATIVE COUNSEL, UNITED STATES 
SENATE, SPECIAL COUNSEL TO SECRETARY OF AGRI- 
CULTURE, AND MEMBER AND GENERAL COUNSEL OF 
THE FEDERAL ALCOHOL CONTROL BOARD. 








such as neutral spirits, whiskey, rum, brandy, gin, cordials and 

liqueurs, tequila, vodka, aquavit, mescal, ouzo, and arak; wines 
such as light or table grape wines, fortified or dessert grape wines, 
sparkling grape wines, carbonated grape wines, and citrus and other 
fruit wines, aperitif wines and vermouths, cider, perry, and sake; and 
malt beverages such as beer, ale, porter, and stout. _ 

The Federal Food and Drugs Act of 1906 defined “food” as cover- 
ing articles used for drink by man, with the result that the provisions of 
that Act applied to alcoholic beverages.' Prior to that Act, standards 
for foods, including alcoholic beverages, promulgated by the Secretary 
of Agriculture, were in the main educational and advisory and their 
use permissive. Under that Act, the standards for food (other than 
standards of quality, condition, and fill of container for certain canned 
foods and the statutory standard for butter) were interpretive regulations 
only and did not have the force and effect of law.” 

In 1933, Codes of Fair Competition formulated in the Department 
of Agriculture under the National Industrial Recovery Act were ap- 
proved by the President for the distilled spirits, alcoholic beverage 
importing, alcoholic beverage wholesale, wine, and brewing industries. 
The Codes placed members of these industries under Federal permit. 


A sich as ns BEVERAGES are of three classes: distilled spirits 





1 United States v. Sweet Valley Wine Co., 2See, Lee, Legislative and Interpretive 
208 Fed. 85 (DC Ohio, 1913); United States Regulations, 29 Georgetown Law Journal 
v. Shucart, Notices of Judgment under the 1, 3-17 (1940). 

Food and Drugs Act, No. 4330 (DC Mo., 
1915). 
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Each of the Codes provided that alcoholic beverages were misbranded 
(a) if misbranded within the meaning of the Food and Drugs Act of 
1906; (b) if they failed to conform to the applicable definitions of identity 
and standards of quality and fill of container prescribed by regulations 
of the Federal Alcohol Control Administration, which was established 
by the President to administer the Codes; or (c) if they failed to bear a 
label conforming to the requirements prescribed by the regulations of that 
Administration. Under the Codes, the Federal Alcohol Control Admin- 
istration adopted various misbranding and labeling regulations, which 
served as the basis for those now in effect under the Federal Alcohol 
Administration Act.* Violations of the regulations subjected industry 
members to revocation or suspension of permit. 


The definitions of identity and standards of quality and fill of con- 
tainer issued under the Codes had (assuming the validity of the National 
Industrial Recovery Act itself) the force and effect of law. They were 
not merely interpretive regulations. Thus ‘‘legal’’ standards were in 
effect for alcoholic beverages even prior to enactment of the provisions 
of the Food, Drug, and Cosmetic Act of 1938 authorizing establishment 
of “‘legal’’ standards for all foods. Also, by making misbranding within 
the meaning of the 1906 Act a violation of the Codes, there was provided 
an additional means of enforcing the misbranding provisions of that 
Act so far as alcoholic beverages were concerned. 


The Federal Alcohol Administration Act 


The code system was in effect from December 1933 to May 1935, 
when the Supreme Court's decision in Schechter Poultry Corporation v. 
United States* invalidated the National Industrial Recovery Act and 
the codes under it. Congress a few months later enacted the Federal 
Alcohol Administration Act ° of 1935, administered at first by the Federal 
Alcohol Administration and later by the Deputy Commissioner of In- 
ternal Revenue in charge of the Alcohol Tax Unit, Bureau of Internal 





The Federal Alcohol Control] Adminis- Wine; Misbranding Regulations Series 8, 


tration (F. A. C. A.) regulations were as 
follows: Misbranding Regulations Series 1, 
Relating to the Labeling of Distilled Spir- 
its; Misbranding Regulations Series 4, Re- 
lating to Standards of Identity for Distilled 
Spirits; Misbranding Regulations Series 7, 
Relating to the Labeling of Wine; Mis- 
branding Regulations Series 6, Relating to 
Standards of Identity and Quality for 


Alcoholic Beverages 


Relating to the Labeling of Domestic Prod- 
ucts of the Brewing Industry. Regulations 
relating to standards of identity for prod- 
ucts of the brewing industry had been pro- 
posed and heard, but not adopted, at the 
time the National Industrial Recovery Act 
was held invalid. 

#295 U. S. 495 (1935). 

5 27 U.S. C. Sections 201-211. 
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Revenue, Treasury Department. The Ways and Means Committee 
of the House in its report * on the bill said: 

Under existing Federal law . . . the consumer cannot be protected from deceptive 
labeling practices . . . Even if the present Federal law were adequate to prevent the 
criminal from entering the liquor field, there would still remain the problem of control 
of the unethical minority in the business, the activities of which are beyond State 
power and require regulation in the public interest. The internal revenue, Federal 
trade, and food and drug laws are insufficient for this purpose. 

Congress had in mind the lack under the Federal Food and Drugs 
Act of 1906 of a permit system and of definitions and standards for 
alcoholic beverages having the force and effect of law similar to those 
that had been in effect under the Codes. The Federal Alcohol Admin- 
istration Act (Section 5(e) ) therefore provides that the Federal Alcohol 
Administrator (later Deputy Commissioner of Internal Revenue) should 
prescribe such regulations as would in the interest of the consumer 
(1) prohibit deception with respect to the product or quantity thereof; 
(2) prohibit, irrespective of falsity, statements of age, manufacturing 
process, analyses, guaranties, and scientific and irrelevant matters likely 
to deceive; (3) provide adequate information as to identity, quality, and 
alcoholic content,’ net contents, and manufacturer, bottler, or importer; 
(4) require statement of percentage and kind of neutral spirits in blended 
distilled spirits except cordials, liqueurs, and specialties; (5) prohibit 
statements that disparage competitor's products, or are false, misleading, 
obscene or indecent; and (6) prevent the use as trade or brand names of 
names of living individuals of public prominence or of public or private 
organizations, or graphic representations likely falsely to lead to the 
belief that the alcoholic beverage has been endorsed, made, used by or 
produced for or under the supervision of such individuals or organiza- 
tions. Various labeling regulations, including standards of identity, for 
alcoholic beverages, have been issued under this authority.° 





* The Federal Alcohol Administration was 
abolished and its functions transferred to 
the Secretary of the Treasury by Reorgan- 
ization Plan No. III, § 2, effective June 30, 
1940, and by him to the Deputy Commis- 
sioner subject to the supervision of the 
Commissioner and the Secretary. 

7 House Report 1542, Seventy-fourth Con- 
gress, first session, p. 3. See also Senate 
Report 1215, Seventy-fourth Congress, first 
session, p. 2. 

* Except alcoholic content of wines 14 per 
cent or under by volume. 
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® These regulations issued by the Deputy 
Commissioner of Internal Revenue in charge 
of the Alcohol Tax Unit, with approval of 
the Commissioner and the Secretary of the 
Treasury, are: F. A. A. Regulations 4, 
Relating to the Labeling and Advertising 
of Wine; F. A. A. Regulations 5, Relating 
to the Labeling and Advertising of Dis- 
tilled Spirits; and F. A. A. Regulations 7, 
Relating to the Labeling and Advertising 
of Malt Beverages. 
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The Federal Alcohol Administration Act also makes it a violation 
for producers (except brewers), importers, wholesalers and bottlers to 
introduce or receive alcoholic beverages in interstate or foreign commerce 
bottled, packaged, or labeled in violation of such regulations, save that in 
case of malt beverages the regulations apply only if the law of the receiv- 
ing State “imposes similar requirements. *° Such industry members 
(except brewers) are placed under Federal permit (Section 4(a)) and 
the permits are subject to suspension or revocation for violation of the 


labeling requirements." 


Adulteration 


The Federal Alcohol Administration Act does not specifically cover 
adulteration, but permits are, among other matters, conditioned on com- 
pliance “‘with all other Federal laws relating to distilled spirits, wine, and 
malt beverages, including taxes with respect thereto” (Section 5(d) ). 
“Laws” includes Federal regulations.'? The provision would seem to re- 
quire permittees to comply with the Federal food and drug laws and 
regulations thereunder, including adulteration provisions. However, two 
Circuit Courts of Appeals, in each case by a divided court, have held that 
the Emergency Price Control Act was not a Federal law ‘relating to 
distilled spirits, wine, and malt beverages,’ even though maximum prices 
for those products were fixed under it, and, further, that permits there- 
fore were not conditioned on observance of that Act during its life.” 
The courts’ reasoning does not necessarily preclude a contrary conclusion 
as regards violations of a Federal food and drug law. 





thorized state officials to adopt Federal 


” The following, by virtue of having 
regulations as to the labeling of malt bev- 


adopted the Federal regulations as to la- 
beling of malt beverages, are states impos- 
ing ‘“‘similar requirements’’: Arizona, 
Connecticut, Delaware, Iowa (as to malt 
beverages of an alcoholic content over 4 
percent by weight), Maine, Missouri (as to 
malt beverages of an alcoholic content over 
3.2 percent by weight), Montana, New Jer- 
sey, New York, Rhode Island, South Caro- 
lina, Tennessee (as to malt beverages of an 
alcoholic content over 5 percent by weight), 
Texas (as to malt beverages of an alcoholic 
content over 4 percent by weight), Utah, 
Virginia (as to malt beverages of an alco- 
holic content over 3.2 percent by weight), 
West Virginia (as to malt beverages of an 
alcoholic content over 3.2 percent by 
weight), Wisconsin (except ale). Legisla- 
tures of Alabama and Florida have au- 
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erages, but no action has been taken under 
the authority granted. 

™ Section 5 (d) and (e). See Arrow Dis- 
tilleries, Inc. v. Alexander, 109 F. (2d) 397 
(CCA-7; 1940), certiorari denied, 310 VU. S. 
646, petition for rehearing withdrawn, 311 
U. S. 613; Sunny Valley Winery, Inc. v. 
Berkshire, 159 F. (2d) 637 (CCA-2; 1947) 
[CCH Liquor Control Law Reports { 25389]. 

12 Roumanian American Winery v. Mor- 
genthau, 152 F. (2d) 452, (CCA-2; 1945) 
{CCH Liquor Control Law Reports § 25371}. 

1% Trenton Beverage Co. v. Berkshire, 151 
F. (2d) 227 (CCA-3; 1945) (3 to 2 decision) 
[CCH Liquor Control Law Reports § 25368] ; 
Billik v. Berkshire, 154 F. (2d) 493, (CCA-2; 
1946) (2 to 1 decision) [CCH Liquor Con- 
trol Law Reports { 25377). 
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Three years after the enactment of the Federal Alcohol Administra- 
tion Act, Congress passed the Federal Food, Drug, and Cosmetic Act 
of 1938. As in the 1906 Act, ‘‘articles used for .. . drink for man” and 
also articles used as components for drink are placed within the definition 
of “food.” Thereby the provisions of the 1938 Act relating to adultera- 
tion, misbranding, definitions and standards, emergency permit control, 
and tolerances for poisonous ingredients become applicable to alcoholic 
beverages. 

Since the Federal Food, Drug, and Cosmetic Act affords exclusive 
coverage of adulteration of alcoholic beverages (save possibly for the 
permit provisions of the Federal Alcohol Administration Act), the Fed- 
eral Security Administrator, through the Commissioner of Food and 
Drugs, handles all matters of adulteration of such products. The Com- 


missioner states: 


. .. this agency is well equipped to control the types of adulteration of alcoholic 
beverages involving poisons and filth, having laboratories staffed with pharmacologists, 


microanalysts, and bacteriologists, as well as chemists. 


We therefore consider that 


two of our most important obligations are to keep poisons and filth out of alcoholic 


beverages and other food.” 





% Letter of Commissioner of Food and 
Drugs to writer, November 7, 1947. The 
letter continues: 

: . . brief mention will be made of the 
types of adulteration singled out for action. 


“Over a four months period nearly a half 
million cases of imported brandy, wine, 
rum, and other liquors were detained at 
ports of entry because of the presence of 
glass fragments ranging from microscopic 
particles to long, jagged-edged slivers. Cor- 
rective measures inaugurated at the source 
of production were so effective that deten- 
tions for this cause dropped to about five 
per cent of the total cases examined, show- 
ing a progressive fundamental correction 
from the record of 25 per cent detained in 
1945 and 70 per cent in 1944. [See United 
States v. 14 Cases of Vermouth, Notices of 
Judgment under the Federal Food, Drug, 
and Cosmetic Act, Foods No. 7206 (DC 
Nev., 1944).] 

‘‘Beginning about 1939, a persistent and 
widespread effort was made by the vendors 
of monochloroacetic acid to induce manu- 
facturers of wine and other food to use this 
toxic chemical as a preservative of their 
products. Thousands of cases of wines, 
usually in lots of less than 100 cases, have 
been and are currently being seized on the 
ground that such wine contains an added 
poisonous and deleterious substance, mono- 
chloroacetic acid, which is unsafe since it 
is a substance not required in the produc- 
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tion of wine and can be avoided by good 
manufacturing practice. [See trade corre- 
spondence 5-A, November 5, 1945, and trade 
correspondence 377, December 29, 1941.] 

‘“‘Numerous lots of beer, some very large, 
as for instance 12,770 cases, were seized due 
to the presence of fluorine, an added 
poisonous and deleterious substance. Crim- 
inal charges were brought against the cor- 
poration and individual responsible for this 
adulteration and fines of $5000 were im- 
posed against the defendants, together with 
other penalties. .. . [See United States v. 
Commonwealth Brewing Corp., Notices of 
Judgment under the Federal Food, Drug, 
and Cosmetic Act, Foods No. 7926 (DC 
Mass., 1945); United States v. 1497 Cases, 
etc. of Beer, Notices of Judgment under 
the Federal Food, Drug, and Cosmetic Act, 
Foods No. 7801 (DC Tex., 1944); United 
States v. 1160 Cases of Beer, etc. Notices 
of Judgment under the Federal Food, Drug, 
and Cosmetic Act, Foods No. 7927 (DC 
N. C., 1945); United States v. 12,770 Cases 
of Beer and Ale, Notices of Judgment un- 
der the Federal Food, Drug, and Cosmetic 
Act, Foods No. 8651 (DC S. C., 1945); 
United States v. 1674 Cases of Beer, etc., 
Notices of Judgment under the Federal 
Food, Drug, and Cosmetic Act, Foods No. 
9001 (DC S. C., 1945).] 

“Our regulatory actions dealing with filth 
in beer and wines have been directed chiefly 
against certain unfit raw materials used in 
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Misbranding 


On the other hand, the two Acts largely duplicate each other as to 
misbranding of alcoholic beverages. Both apply to interstate and foreign 
commerce. The Federal Alcohol Administration Act applies only to 
industry members above the retailer level. While the Act prohibits 
retailers from receiving distilled spirits in bulk, they can under the law 
receive wine and malt beverages in bulk and bottle them without regard 
to the misbranding requirements of the Act. The Federal Food, Drug, 
and Cosmetic Act has no limitations as to persons to which its provisions 
apply, but the interstate commerce limitations would probably preclude 
it from reaching any retailer who bottled alcoholic beverages for intra- 
state distribution. Both Acts have criminal penalties and the injunction 
as enforcement weapons. The Federal Alcohol Administration Act also 
provides a permit system and a system of compromising violations by 
administrative imposition of civil penalties up to $500. The Federal 
Food, Drug, and Cosmetic Act also has a seizure and libel of condemna- 
tion procedure. Both provide for adoption of definitions and standards 
of identity, and standards of fill of container with the force and effect of 
law. The Federal Food, Drug, and Cosmetic Act also provides for 
standards of quality, but the Deputy Commissioner of Internal Revenue 





their manufacture, such as brewer's corn 
grits containing weevils, larvae, excreta pel- 
lets, insect webbing, etc., and decomposed 
insect-infested fruits used in the manufac- 
ture of wines 

‘Usually, the initiation of regulatory ac- 
tion against alcoholic beverages is preceded 
by thorough-going factory inspections which 
exert no little influence on the correction 
of undesirable sanitary conditions, regard- 
less of whether or not regulatory action is 
taken against specific lots. No public rec- 
ord is made of such factory inspections, but 
this is an important method of exercising 
control of adulteration of alcoholic bever- 
ages and,of the raw materials used in their 
manufacture. Unfortunately, we do not 
have either sufficient funds or personnel to 
cover this field adequately.’" [Matter in 
brackets supplied. ] 

As to adulteration of wine by addition of 
nux vomica extract, see Trade Correspond- 
ence 384, May 29, 1942. As to adulteration 
of whiskey by addition of wood alcohol, 
aldehydes, or both, see United States v. 7% 
Cases, etc., of Whiskey, Notices of Judg- 
ment under the Food and Drugs Act, No. 
30185 (DC Dist. Col., 1939); United States v. 
2 Quarts of Whiskey, Notices of Judgment 
under the Food and Drugs Act, No. 31,070 
(DC Neb., 1940); United States v. 5 Cases, 
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etc., of Whiskey, Notices of Judgment un- 
der the Federal Food, Drug, and Cosmetic 
Act, Food No. 329 (DC Neb., 1940); 
United States v. 65 Cases of Bourbon Whis- 
key, Notices of Judgment under the Fed- 
eral Food, Drug, and Cosmetic Act, Food 
No. 330 (DC Mo., 1940); United States v. 10 
Cases of Bourbon Whiskey, Notices of Judg- 
ment under the Federal Food, Drug, and 
Cosmetic Act, Food No. 331 (DC IIl., 1940); 
United States v. One Barrel of Whiskey, 
etc., Notices of Judgment under the Fed- 
eral Food, Drug, and Cosmetic Act, Food 
No. 332 (DC IIl., 1940); United States v. 
One Barrel of Whiskey, Notices of Judg- 
ment under the Federal Food, Drug, and 
Cosmetic Act, Food No. 507 (DC IIl., 1940); 
by substitution of imitation whiskey, see 
United States v. 45 Cases, etc., of Seaboard 
Whiskey, Notices of Judgment under the 
Federal Food and Drugs Act, No. 30,182 
(DC Dist. Col., 1939); by dilution with 
water, see United States v. 88 Sacks of 
Liquor, Notices of Judgment under the 
Federal Food and Drugs Act, No. 29,136 
(DC Wash., 1936); and by substitution of 
artificially aged whiskey for straight whis- 
key, see United States v. 54 Cases, etc., 
Notices of Judgment under the Food and 
Drugs Act, No. 29,473 (DC Dist. Col., 1938). 
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in effect incorporates many such quality standards in his standards of 
identity. The Federal Alcohol Administration Act, by reason of its 
exemptions as to brewers and malt beverages, bears on them with relative 
feebleness. 


Further, the Federal Alcohol Administration Act regulations pro- 
hibit claims as to curative or therapeutic.effects in the labeling of alcoholic 
beverages. Where, notwithstanding this prohibition, such claims are 
made on the label or in the “‘labeling,”’ the Food and Drug Administra- 
tion would hold the product as one intended for use in the cure, mitigation, 
or treatment of disease in man and therefore a “drug” within the meaning 
of Section 201(g) of the Federal Food, Drug, and Cosmetic Act. In 
consequence, the provisions of the Act applicable to drugs would become 
applicable to the alcoholic beverage and the Food and Drug Administra- 
tion would proceed against it on that basis. 


The question arises whether the Federal Food, Drug, and Cosmetic 
Act, by its later enactment in 1938, impliedly repeals the Federal Alcohol 
Administration Act of 1935 so far as the two are in conflict, or whether 
that Act, by reason of its special application to misbranding of alcoholic 
beverages, renders the later Act inapplicable to the misbranding of such 
products, or whether both Acts remain in full force as applied to mis- 
branding of alcoholic beverages. Neither Act specifically refers to the 


other.’® The question has not been decided by the courts. The informal 
official viewpoint is that both Acts apply to the misbranding of alcoholic 
beverages. However, as stated by the Commissioner of Food and Drugs: 


Since the passage of the Federal Alcohol Administration Act, we have avoided 
wherever possible, overlapping and duplication of work by this agency and the Bureau 
of Internal Revenue. This is particularly true of misbranding since the F. A. A. Act 
deals more specifically with the labeling of alcoholic beverages than does the F. F. D. 
and C. Act. For example, under the former act a system of label approval has been 
set up. Under our Act, we have no authority to “approve” labels. Under the circum- 
stances it has been our practice to initiate regulatory action against misbranded alcoholic 
beverages only on request from the Bureau of Internal Revenue, or when it is obvious 
that a higher degree of control can be exercised over some particular type of misbranding 
than under the F. A. A. Act.” 


% While the Federal Food, Drug, and 





from Mexico. After informal conference 


Cosmetic Act (Section 902) lists various acts 
as not affected, modified, repealed, or su- 
perseded by it, the Federal Alcohol Admin- 
istration Act is not among those listed. 

® Letter of Commissioner of Food and 
Drugs to writer, November 7, 1947. The let- 
ter continues: 

“A case in point of recent occurrence was 
a misbranded whiskey offered for import 
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with Treasury officials, a detention order 
was issued under the F. F. D. and C. Act 
and we are at the present time awaiting 
comment from the Bureau of Internal Rev- 
enue with respect to the details of a re- 
vised labeling that will meet the require- 
ments of that law.’’ 

{See also Trade Correspondence 
April 11, 1940.] 


224, 
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In administering the Federal Food, Drug, and Cosmetic Act, the 
definitions and standards of identity and the standards of quality and fill 
of container under the Federal Alcohol Administration Act would pre- 
sumably be followed by the Federal Security Administrator since he 
has promulgated no standards for alcoholic beverages." 


Regulation of Intrastate Commerce 


While both Acts cover interstate and foreign commerce, neither Act 
applies to alcoholic beverages produced and delivered for consumption 
within the same state, i. e., in intrastate commerce. However, under the 
Federal Alcohol Administration Act (Section 5(e)), no person may 
bottle or import distilled spirits or wine unless the domestic bottler or 
importer has obtained from the Alcohol Tax Unit a certificate of label 
approval for the labels used on the bottle, or, in the case of a domestic 
bottler, a certificate of label exemption to be issued if the bottler can 
satisfactorily show that the distilled spirits or wine to be bottled will not 
be introduced into interstate or foreign commerce.’* As a matter of 
policy, a certificate of exemption will not be issued unless the proposed 
label conforms to the law of the state where the distilled spirits or wine 
are to be bottled, and a large majority of the states have adopted the 
Federal Alcohol Administration labeling regulations. 





distillate, possesses the taste, aroma, and 


™ For example, the Administrator recent- 
characteristics generally attributed to rum; 


ly promulgated definitions and standards 


of identity for four new products: canned 
peaches with rum, canned apricots with 
rum, canned cherries with rum, and canned 
pears with rum. 12 Federal Register 6907, 
October 23, 1947. The definitions and stand- 
ards for these products contain no definition 
and standard for the rum ingredient, al- 
though the findings of fact set forth an 
approximate description. Presumably, in 
administering these definitions and stand- 
ards of identity, the Food and Drug Ad- 
ministration would as to the rum ingredient 
follow the definition and standard for rum 
provided in F. A. A. Regulations 5, Relat- 
ing to the Labeling and Advertising of 
Distilled Spirits, Section 21, Class 5, 
namely: 

““Rum.—(a) ‘Rum’ is any alcoholic distil- 
late from the fermented juice of sugarcane, 
sugarcane sirup, sugarcane molasses, or 
other sugarcane byproducts distilled at less 
than 190° proof (whether or not such proof 
is further reduced prior to bottling to not 
less than 80° proof) in such manner that the 
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and includes mixtures solely of such dis- 
tillates."’ 

In addition, in accordance with such 
Treasury regulations, no product would be 
called ‘‘rum’’ under the Food, Drug, and 
Cosmetic Act if it contained caramel color- 
ing in excess of prescribed amounts (27 
Code of Federal Regulations, Cumulative 
Supplement, Section 5.22), or neutral spir- 
its, distilled spirits other than rum, rum 
essence, or any similar essence or extract, 
or any synthetic flavoring material (27 Code 
of Federal Regulations, Cumulative Sup- 
plement, Section 5.21 (g)), or if it had been 
subjected to various other sophistications 
(27 Code of Federal Regulations, Cumula- 
tive Supplement, Section 5.34 (a)). 

* A certificate of label approval is re- 
quired for imported malt beverages but not 
for malt beverages bottled in the United 
States unless the State of ultimate sale re- 
quires labeling in conformity with F. A. A. 
Regulations 7 





Neither will a certificate of label exemption be issued unless the 
proposed label will conform to certain internal revenue regulations issued 
under the liquor tax statutes and applicable irrespective of whether in- 
terstate or intrastate commerce is involved. Thus internal revenue regu- 
lations '* lay down labeling requirements for domestic bottled distilled 
spirits packaged in liquor bottles manufactured under permit and having 
certain indicia blown therein or packaged in certain other permitted 
containers. The use of such liquor bottles and containers is mandatory 
for all distilled spirits packaged in containers of from one-half pint to one 
gallon capacity, inclusive, even though the distilled spirits are not to be 
introduced in interstate or foreign commerce. The regulations then 
require that such liquor bottles and other permitted containers bear 
labels setting forth the brand name, class and type in accordance with 
Federal Alcohol Administration Act Regulations 5, alcoholic content, 
net contents (unless blown in bottle), name and address of the bottler, 
age in case of domestic whiskey not bottled in bond and in case of brandy 
under two years, and percentage of coloring matter where excessive. 
Also, internal revenue regulations *° require that all domestic bottled 
wine bottled on bonded premises bear labels setting forth the name and 
address of the premises where bottled, class and type in accordance with 
Federal Alcohol Administration Act Regulations 4, and net contents 
(unless blown in bottle) even though the wine is not to be introduced in 
interstate or foreign commerce. 


The result is that, as to ultimate consumer packages, the standards 
of identity and other requirements as to the labeling of distilled spirits, 
wine, and malt beverages issued under the Federal Alcohol Administra- 
tion Act are applicable not only to all imported alcoholic beverages, to 
distilled spirits and wine introduced into interstate commerce, and to malt 


beverages introduced into interstate commerce where the state of ul- 
timate sale by its law requires conformity to Federal Alcohol Administra- 
tion Act regulations, but also such standards and most of the other label- 





” Internal Revenue Regulations 13, Sec- Food and Drugs Act of 1906, bridged, as 


tion 175.9, issued pursuant to Section 2871, 
Internal Revenue Code, relating to traffic in 
containers of distilled spirits. See also, In- 
ternal Revenue Regulations 6, Section 188.72 
(distilled spirits bottled in bond); Internal 
Revenue Regulations 11, Section 189.117 
(distilled spirits bottled in taxpaid bottling 
house); and Internal Revenue Regulations 
15 (distilled spirits bottled in rectifying 
plant). Regulations 13, along with the 
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regards distilled spirits, the gap for most 
of the period between the invalidating of 
the Codes and the enactment of the Federal 
Alcohol Administration Act (Treasury De- 
cision 4560, June 15, 1935). 

* Internal Revenue Regulations No. 7, 
Section 178.228. In addition, there are label 
requirements for showing the presence of 
excess sugar and whether the wine is sub- 
standard, Sections 178.149 and 178.152. 
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ing requirements are applicable to practically all distilled spirits and wine 
in intrastate commerce. 


What has been said heretofore has been indicative of the broad 
powers exercised by the Federal government in regulating the adultera- 
tion, misbranding, and standardizing of alcoholic beverages in both in- 
terstate and intrastate fields. This naturally leads to a consideration of 
the Twenty-First Amendment, which prohibits interstate shipment of 
intoxicating liquors into a state for delivery or use in violation of the 
laws thereof. The Twenty-First Amendment gives a state broad regula- 
tory powers over shipment of liquor into its territory for use there.*' 
However, the Twenty-First Amendment does not give a state exclusive 
power to regulate interstate commerce in alcoholic beverages, and the 
United States retains some powers to regulate such commerce, particu- 
larly aspects originating without but still falling within the territory 
of the state of delivery or use, at least where the Federal policy is not in 
conflict with the state policy.** Thus, presumably, legislation such as 
the Food, Drug, and Cosmetic Act and the Federal Alcohol Administra- 
tion Act, insofar as it regulates adulteration, labeling, and standardizing 
of alcoholic beverages in interstate commerce, is valid ** at least where 
the Federal regulation does not authorize that which the state prohibits, 
or, it may also be, invalidates that which the state permits. Federal 


regulation of alcoholic beverages under the commerce clause must yield 
to state power drawn from the Twenty-First Amendment if the state 
chooses to adopt policies in conflict with Federal policies. 


One of the incidents of this reversal of the usual commerce clause 
situation has been the largely successful effort to have the states adopt 
regulations similar or identical to the Federal Alcohol Administration 





21 State Board of Equalization v. Young’s footnote 15 (1946) See de Ganahl, Scope 
Market Co., 299 U. S. 59 (1936); Mahoney of Federal Powers of Alcoholic Beverages 
v. Joseph Triner Corp., 304 U. S. 401 (1938) ; Since the Twenty-First Amendment, 8 
Joseph S. Finch v. McKittrick, 305 U. S. George Washington Law Review 819-34, 
395 (1939); Indianapolis Brewing Co. v. 875-903 (1940). 

Liquor Control Commission of Michigan, 23The Federal Alcohol Administration 
305 U. S. 391 (1939). Apparently, inde- Act has been held constitutional as a reg- 
pendently of the Twenty-First Amendment, ulation of interstate commerce despite the 
a state has equally broad powers as to Twenty-First Amendment (Arrow Distil- 
liquor traffic originating in or passing leries, Inc. v. Alexander, 109 F. (2d) 397, 
through the state. Ziffrin, Inc., v. Reeves, (CCA-7; 1940), certiorari denied, 310 U. S. 
308 U. S. 132 (1939): and Carter v. Vir- 646), as well as being a valid regulation 
ginia, 321 U. S. 131 (1944). insofar as it applies to foreign commerce. 

22 United States v. Frankfort Distilleries, William Jameson & Co. v. Morgenthau, 

Inc., 324 U. S. 293 (1945): but compare 307 U.S. 171 (1939). 
Nippert v. Richmond, 327 U. S. 416, 425, 
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Act regulations,** coupled with the policy of the Alcohol Tax Unit to 
attempt to iron out with the state authorities conflicts between state and 
Federal regulations, and its policy of holding state requirements not found 
in the Federal regulations to be additional requirements that must be 
observed rather than conflicting requirements. 


Further, the Federal Alcohol Administration Act imposes as one 
of the conditions to the permits issued thereunder to industry members 
“compliance with the requirements of . . . the twenty-first amendment 
and laws relating to the enforcement thereof...’ This assumes con- 
current power of the Federal government to enforce the Twenty-First 
Amendment with the possible result that Federal permits could be 
suspended or revoked for violation of state laws relating to adulteration, 
misbranding, or standardizing of alcoholic beverages. However, suspen- 
sions or revocations for violation of state laws are confined in practice, 
and according to the Alcohol Tax Unit in law, to situations where the 
operations of the permittee as a whole are barred by state law.*° 


Misbranding After Receipt in Interstate Commerce 


The Federal Alcohol Administration Act prohibits a producer, im- 
porter, or wholesaler from introducing into interstate commerce or re- 


ceiving therein alcoholic beverages unless bottled, packaged. and labeled 


in conformity with labeling regulations under that Act. Since one of 
the requirements of the regulations is a certificate of label approval before 
use of a label, misbranding would normally occur only at time of intro- 
duction into interstate commerce, either through failure to have on the 
bottle an approved or exempt label, or through use of an approved or 
exempt label on a bottle whose contents did not conform to the label. 
It is unlikely that misbranding would occur following completion of an 
interstate journey and that a situation would be presented similar to 


that in the Phelps-Dodge case,”* where adulteration occurred after inter- 





* For a long list of the states that have 
adopted F. A. A. labeling regulations. see 
CCH Liquor Control Law Reports, ‘ 3348, 
3678, and 4114. 

2 Also, where there is involved a viola- 
tion of Section 3 of the Liquor Enforce- 
ment Act of 1936 (27 U. S. C. Section 223), 
which prohibits transportation of intoxicat- 
ing beverages into a state which by its 
law prohibits sale of intoxicating bever- 
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ages of more than 4 percent alcohol by 
volume, see Gaguine, The Federal Alcohol 
Administration, 7 George Washington Law 
Review, 844-866, 949-982 (1939). 

* United States v. Phelps-Dodge Mercan- 
tile Co., 157 F. (2d) 453 (CCA 9; 1946) 
[CCH Food Drug Cosmetic Law Reports 
{ 7023]. See Dunn, House of Representa- 
tives Bill 4071, 2 Food Drug Cosmetic Law 
Quarterly 284-301 (1947). 
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state shipment was completed and while the food was held in the original 
package.*’ 


Further, under the Federal Alcohol Administration Act (Section 5), 
the alteration, destruction, obliteration, or removal of any mark, brand, 
or label on alcoholic beverages held for sale in interstate or foreign 
commerce or after shipment therein, is prohibited. As stated by the 
House Committee on Ways and Means in its report,** the provision is 
designed, where the alcoholic beverage is shipped in interstate commerce 
under an illegal label, to preserve evidence of violation or, where the 
alcoholic beverage is shipped in interstate commerce under a legal label, 
to prevent the protection given the consumer by that label being nullified 
by its destruction or by the addition of other labels. The Committee 
cited the Federal Caustic Poison Act as a legislative precedent and 
McDermott v. Wisconsin ** as a basis for the constitutional validity 
of the requirement.*® The recently decided Sullivan case ** would seem 
to eliminate all doubt as to the constitutional validity of the alteration of 
label provisions of the Federal Alcohol Administration Act. 


Procedural Requirements for Formulation of Standards 


The procedure for the establishment of definitions and standards of 
identity and standards of quality and fill of container under the Federal 


Food, Drug, and Cosmetic Act has been discussed elsewhere.*? This 
procedure is equally as applicable with respect to alcoholic beverages as 
to other products but has not been used to establish standards for al- 
coholic beverages. On the other hand, by labeling regulations under the 
Federal Alcohol Administration Act, standards of identity (including 
quality), standard size bottles, and standards of fill of container and 





* 228 U. S. 115 (1913). 


7 Refilling of a bottle of distilled spirits 
or altering its contents after bottling would 
constitute a violation of regulations under 
the Act for the regulation of traffic in con- 
tainers of distilled spirits. Internal Reve- 
nue Code, Section 2871_ and _ Internal 
Revenue Regulations 13. Refilling a bottle 
of wine or malt beverage or altering its 
contents after bottling would likely be 
held to be rectification in violation of reve- 
nue laws or bottling without permit under 
the F. A. A. Act or use of a label by the 
bottler in intrastate commerce without a 
certificate of approval or exemption being 
held by the bottler under that Act. 

7% House Report 1542, Seventy-Fourth 
Congress, first session, pp. 13-14. 
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”“ Regulations provide for relabeling 
where appropriate under Federal law and 
permit additional labeling to meet require- 
ments of state laws. 

% United States v. Sullivan, 92 L. Ed. 
(advanced sheets) 305 (U. S. Sup. Ct., 1948) 
{CCH Food Drug Cosmetic Law Reports 
* 7050; page 131 herein. ] 

* Fuchs, The Formulation and Review of 
Regulations under the Food, Drug, and 
Cosmetic Act, 6 Law and Contemporary 
Problems 43-69 (1939). The procedures for 
enforcement of the adulteration and mis- 
branding provisions of the Act are set forth 
in Lee, Enforcement Provisions of the Food, 
Drug, and Cosmetic Act, 6 Law and Con- 
temporary Problems 70-90 (1939). 
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numerous mandatory as well as prohibitory labeling requirements for 
prevention of consumer deception have been established for practically 
all important species of distilled spirits and wines and numerous varieties 
thereof, and also to a lesser extent for malt beverages. 


The procedure under the Federal Alcohol Administration Act for 
prescribing labeling regulations, including those embodying standards, 
is considerably less formal and affords substantially less protection than 
that under the Federal Food, Drug, and Cosmetic Act.** The former 
Act (Section 5) specifies only that “reasonable public notice’’ shall be 
given and that interested parties shall be afforded ‘‘opportunity for hear- 
ing” prior to prescribing labeling regulations. In practice, proposals 
may be submitted to the Deputy Commissioner of Internal Revenue, who 
sets for hearing only such subjects in such detail and form as he deems 
proper. Notice of the proposal is given by him in the Federal Register. 
The hearing is usually presided over by him. Unsworn oral or written 
statements are received at the hearing, and further written statements and 
briefs permitted to be filed within specified times following the hearing. 
The Alcohol Tax Unit does not present evidence in support of the 
proposal. There is no cross-examination. No tentative regulation is 
issued with opportunity for exceptions thereto. The final regulation 
published in the Federal Register is issued by the Deputy Commissioner 
with the approval of the Commissioner and the Secretary of the Treasury. 


The Deputy Commissioner does not consider himself bound to make 
his determination on the basis of the hearing record but regards that 
record as merely information available for consideration in reaching his 
determination. What other facts or factors are considered by him is a 


matter for his discretion. 


Section 4 (a) of the Administrative Procedure Act ** provides that 
where regulations “are required by statute to be made on the record 
after opportunity for agency hearing,” then the more formalized pro- 
cedure of Sections 7 and 8 of that Act becomes applicable. However, 
since the Federal Alcohol Administration Act, while prescribing a hear- 
ing, does not specifically require that the labeling regulations ‘‘be made 
on the record” at the hearing, the Deputy Commissioner holds to the 
view that Sections 7 and 8 need not be followed. 





*% For description of the Federal Alcohol trol, 7 Law and Contemporary Problems 
Administration Act procedure, see O'Neill, 570, 597-598 (1940). 
Federal Activity in Alcoholic Beverage Con- *#5 U.S. C. Section 1003 (a). 
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Whether this view is correct is an open question. The House Com- 
mittee on the Judiciary in its report *° on the bill that became the Ad- 


ministrative Procedure Act states that: 










A statute may, in terms, require a rule or order to be made upon the record of a 
hearing, or in the usual case be interpreted as manifesting a Congressional intention 
so to require, and in either situation sections 7 and 8 would apply save as other ex- 
ceptions are operative [italics supplied]. 


While the Federal Alcohol Administration Act does not “in terms” 
require a regulation to be made upon the record of the hearing, it does 
prescribe a hearing as a mandatory prerequisite to prescribing a regu- 
lation. Where a hearing is mandatory and a statutory prerequisite to 
prescribing a regulation the statute would seem to be “the usual case” 
of language manifesting a Congressional intention to require the regula- 
tion to be made on the record of the hearing. The situation is wholly 
different from that where a hearing is a matter of grace only and from 
that where the regulations made are interpretive only and do not have 
the force and effect of law. Any other construction leaves the Deputy 
Commissioner in the position of being able to ignore the hearing record 
in prescribing his regulations and makes of the hearing a mere pacifying 
gesture rather than a basis for rule making. 
















There is a further question as to the extent to which a final regulation 
may vary in substance and detail from the proposal set for hearing. The 
question is one of “reasonable public notice”’ within the meaning of the 
Federal Alcohol Administration Act and of ‘general notice . . . either in 
terms or substance of the proposed rule or a description of the subjects 
and issues involved” within the meaning of Section 4(a) of the Admin- 
istrative Procedure Act. Obviously, the statutory requirements do not 
demand that notice be given of the precise terms of the regulation finally 
prescribed. All that is necessary is reasonable notice and a description 
of the subject and issues. Under such circumstances, no interested party 
would be justified in relying on the prescription of a final regulation 
precisely in accordance with the proposal or without substantial variation 












from it. 
In United States v. Wrightwood Dairy Co.,** the legislative order 
finally issued by the Secretary of Agriculture under the Agricultural 
Marketing Agreement Act of 1937 varied in substantial respects from the 













%> House Report 1980, Seventy-ninth Con- % 127 F. (2d) 907, 910 (CCA 7; 1942). 
gress, Second Session, Appendix A, foot- 
note 9, p. 51. 
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proposed order on which notice was given and on which hearings were 
held. The defendant contended that in view of these variances no notice 
or hearing had been given as required by law. The Court said: 

... in the present case, if the purpose of the hearing was clear and everyone knew 
of the general considerations, no more was needed. Cf. Morgan v. U. S., 304 U. S. 1, 22. 

By no reasonable interpretation does the Act require literal identity between a 
proposed marketing agreement and an order as issued . . . If complete identity were 
required, there would never be an end to hearings; the Secretary could never make 
changes in the light of the evidence adduced without calling a new hearing. Such 
is not the law; whether there has been a hearing must be measured in the light of its 
purpose, not in terms of identity. 

The Federal Alcohol Administration Act does not provide for statu- 
tory judicial review of final action in prescribing a labeling regulation. 
The Act is silent on the point. Presumably such review could be had 
under Section 10 of the Administrative Procedure Act *’ not only as to 
whether the action is contrary to constitutional right or in excess of statu- 
tory jurisdiction or not in accordance with statutory procedural require- 
ments, but also as to whether it is arbitrary or unwarranted by the facts 
to the extent that they are subject to trial de novo by the reviewing court. 

Such review may be available irrespective of Section 10.°° The 
Federal Alcohol Administration Act (Section 5(e)) does, however, 
provide for suits to enjoin, annul or suspend in whole or in part any 
final action upon an application for certificate of label approval or ex- 
emption.*® It may be that in such a proceeding, or in a proceeding for 
suspension or revocation of permit for violation of a labeling regulation, 
there could be raised not only the question whether the Deputy Com- 
missioner’s adverse action on an application is not in accordance with his 
own labeling regulations, but also whether the regulation on which the 
denial is based, is valid.*° 


[The End] 








75 U.S. C. Section 1009. 

* See Stark v. Wickard, 321 U. S. 288 
(1944), and Shields v. Utah Idaho Central 
R. Co., 305 U. S. 177 (1938). 

*® Russell, Controls of Labeling and Ad- 
vertising of Alcoholic Beverages, 7 Law and 
Contemporary Problems 645, 649-650 
(1940), covers fully the departmental pro- 
cedure with respect to applications for and 
issuance of certificates of label approval or 
exemption. 

“Compare Estep v. 
U. S. 114 (1946). 

Note: Incidental to its jurisdiction over 
unfair methods of competition and decep- 
tive acts or practices and over false adver- 


United States, 327 
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tising, the Federal Trade Commission deals 
with labeling that would constitute mis- 
branding under the Federal Food, Drug, 
and Cosmetic Act or the Federal Alcohol 
Administration Act. The latter Act also 
gives the Alcohol Tax Unit extensive juris- 
diction over deceptive advertising of alco- 
holic beverages and mandatory informative 
requirements for such advertising. Save 
that no certificate of approval system is 
provided, advertising regulations under the 
Federal Alcohol Administration Act are sub- 
stantially identical with the labeling regu- 
lations and are prescribed and enforced 
under the same procedures. 
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Therapeutic Devices 
Under the Federal Food, Drug, and Cosmetic Act 


ARE SIMPLE ARTICLES SUCH AS SCISSORS AND FORCEPS USED 
BY PHYSICIANS PROPERLY SUBJECT TO REGULATION BECAUSE 
THE PUBLIC NEEDS PROTECTION AGAINST FALSE CLAIMS OF 
CURATIVE POWERS OF BIZARRE GADGETS? .. . FRED B. HOVEY 








Cosmetic Act to therapeutic devices, the first thought that arises is— 


[: CONSIDERING the application of the Federal Food, Drug, and 
why are therapeutic devices included in the Act? 


The properties of drugs, most of which must be marketed in package 
form, are not obvious on ocular inspection of the packages containing 
them, and the need for proper labeling as to the contents of packages 
containing drugs and as to warnings regarding the dangers of the drugs 
is apparent; but the properties of most of the articles that come within 
the definition of therapeutic devices are obvious, and the need for labeling 
them and giving warnings regarding their uses and dangers is not ap- 
parent. This is particularly true of instruments and appliances used by 
physicians and hospitals, such as knives, forceps, scissors, thermometers, 
and blood pressure apparatus. The properties and uses and lack of 
hidden potentiality for harm of such articles are obvious. 


This raises a question as to whether all of the articles that come 
within the definition of a therapeutic ‘device’ contained in this Act are 
properly subject to regulation under the Act. 


Regulation, even when based on the police power, must not be 
arbitrary, oppressive, or unreasonable; and the power to impose regula- 
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tions that might be oppressive on simple articles such as scissors and 
forceps used by physicians, because the public needs to be protected 
against false claims of curative powers for bizarre gadgets, seems 


doubtful. 


An article may be so different from other articles in the same general 
class that it is unreasonable to apply the same regulation or prohibition 
to both articles. This was recognized by the United States Supreme 
Court in the case of United States v. Carolene Products, 304 U. S. 144, 


where the Court stated: 

Similarly we recognize that the constitutionality of a statute, valid on its face, 
may be assailed by proof of facts tending to show that the statute as applied to a 
particular article is without support in reason because the article, although within the 
prohibited class, is so different from others of the class as to be without the reason 
for the prohibition. 


However, worthless therapeutic devices have been sold to the laity, 
regarding which false curative claims have been made which might 
dissuade the sick from obtaining needed medical treatment, or which are 
actually dangerous. The reason that therapeutic devices were brought 
within the provision of the Federal Food, Drug, and Cosmetic Act was to 
control such worthless and dangerous devices. This is borne out by the 
fact that the Food and Drug Administration, in its annual report for 


the year ending June 30, 1933, quoted from the 1917 annual report of 
the Chief of the Bureau of Chemistry as follows: ‘‘the limitations placed 
upon the term ‘drug’ by definition render it difficult to control . . . fraud- 
ulent mechanical devices used for therapeutic purposes.’ Also, House 
Report 2755 of May 22, 1936, stated that among the evils sought to 


Frep B. Hovey 


Member of the firm of Hovey, Ely & Terry, 
Chicago, Illinois; Attorney and Secretary, 
American Surgical Trade Association 
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be corrected by the bill which subsequently became the Federal Food, 
Drug, and Cosmetic Act, was the evil of “dangerous and worthless 
therapeutic devices.” 


The provisions of the Federal Food, Drug, and Cosmetic Act 
regarding food and cosmetics are separate from the provisions of the 
Act regarding drugs and devices. It seems that separation of the pro- 
visions regarding drugs from those concerning therapeutic devices would 
have been even more logical than the separation of provisions regard- 
ing food and cosmetics from those concerning drugs. However, the 
provisions regarding devices are intermingled with those relating to 
drugs, and the result is that some of the provisions of the Act which 
apply to both drugs and devices seem very inappropriate as applied 
to therapeutic devices. 


Definitions 


Before considering the application of the Act to therapeutic devices, 
certain definitions contained in the Act and the regulations should be 
considered. The law's definition of ‘‘device’’ follows: 

The term “device” (therapeutic device) means instruments, apparatus, and con- 
trivances, including their components, parts, and accessories, intended (1) for use in 


the diagnosis, cure, mitigation, treatment, or prevention of disease in man or other 
animals; (2) to affect the structure or any function of the body of man or other 


animals. [Section 201(h) of the Act.] 


In general, the Food and Drug Administration has held that all 
articles of mechanical construction which are used in surgery or medicine 
are devices. In addition, a claim of therapeutic value or use will bring 
within the provisions of the Act an article that would not otherwise be 
considered a therapeutic device. 


Articles which have been held to be ‘devices’ include ankle or 
athletic supports, clinical thermometers, comb labeled ‘for dandruff and 
scalp use,’ congester device, dental plates and products to hold artificial 
teeth in place, diathermy and endothermy apparatus, elastic and leather 
wrist bands, first aid strips or kits, inhalers and vaporizing devices, me- 
chanical heart device, magnetic ray appliance, nipple shields, pessaries, 
plates to be worn in shoes for which therapeutic claims are made, prophy- 
lactic devices, rubber gloves for surgical use, Spectro-Chrome device, 
spine relaxer device, sun lamps or bulbs, surgical instruments, syringes, 
tongue depressors and wooden applicators, vibrators, massagers, oscil- 
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lators and exercisers, radioactive cones, rectal dilators, tooth brush 
claimed to be useful in treating pyorrhea, and x-ray machines. (This is 
not intended to be a complete list of articles that are or may be considered 
to be ‘‘devices.”’ ) 


Section 201 (g) of the Federal Food, Drug, and Cosmetic Act 
provides that “The term ‘drug’ means (1) articles recognized in the 
official LInited States Pharmacopoeia, official Homoeopathic Formulary, 
or any supplement to any of them.” 


In view of this provision of the Act, the Food and Drug Administra- 
tion holds that articles such as absorbent cotton, first aid strips which fall 
within the definition in the United States Pharmacopoeia of ‘adhesive 
absorbent gauze,”’ and a variety of other surgical dressings which are 
defined in the United States Pharmacopoeia, are drugs. 


In general, the Food and Drug Administration has held that any 
article of mechanical construction which is not medicated, and which is 
not intended for use in the diagnosis, cure, treatment, mitigation, or 
prevention of disease in man or other animal, or not used to affect the 
structure or any function of the body of man or other animals, and 
regarding which no claim of therapeutic value or use is made, is not a 
“device.” Articles which by specific ruling have been held not to be 
devices include hot water bottles, manicuring instruments, material used 
in making dental impressions, razors, rubber gloves for ordinary house- 
hold use, rubber nipples, shaving or toilet brushes, and tooth brushes. 


Definitions of “‘label,”’ “immediate container,” and “labeling” (Sec- 
tion 201, paragraph (k), (1), and (m) of the Act) follow: 


The term “label” means a display of written, printed, or graphic matter upon the 
immediate container of any article; and a requirement made by or under authority of this 
Act that any word, statement, or other information appear on the label shall not be 
considered to be complied with unless such word, statement, or other information also 
appears on the outside container or wrapper, if any there be, of the retail package of 
such article, or is easily legible through the outside container or wrapper. 

The term ‘immediate container’ does not include package liners. 

The term “‘labeling” means all labels and other written, printed, or graphic matter 
(1) upon any article or any of its containers or Wrappers, or (2) accompanying such 
article. 


Prohibitions of the Act 


The prohibitions regarding therapeutic devices contained in the Act 
are with reference to ‘adulterated’’ and “‘misbranded”’ devices. 
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The provisions with reference to adulteration are contained in Sec- 
tion 501, and those with reference to misbranding are contained in Section 
502 of the Act. 


Adulteration 


The paragraphs of Section 501 of the Act stating the conditions 
under which a device shall be deemed adulterated are as follows: 

A drug or device shall be deemed to be adulterated (a) (1) If it consists in 
whole or in part of any filthy, putrid, or decomposed substance; or (2) if it has been 


prepared, packed, or held under insanitary conditions whereby it may have been 
contaminated with filth, or whereby it may have been rendered injurious to health: 


[(b) Omitted because applicable only to drugs. ]} 

(c) If... its strength differs from, or its purity or quality falls below, that which 
it purports or is represented to possess. 

It will be noted that the word “‘adulterated”’ is used in an unusual 
sense in the Act to mean contaminated, impure, or below standard. 


A number of devices have been seized because of contamination, 
including surgical dressings and bandages, and first aid kits; and a 
number of devices have been seized because of non-compliance with 
Section 501 (c). Prophylactics are commonly seized because, by virtue 
of perforations or punctures, they differ from or fall below the quality 
which they purport or are represented to possess. In addition, any 


labeling on a prophylactic regarding efficacy in prevention of disease 
would be misbranding if the prophylactic contained perforations or 
punctures, and would subject the same to seizure as misbranded under 
Section 502 (a), later discussed. 


Misbranding 


Section 502 of the Act states the conditions under which a thera- 
peutic device shall be deemed misbranded. 


As a therapeutic device is misbranded because of insufficiencies or 
misstatements on the label or labeling, it might be thought that every 
therapeutic device must be marketed in package form, but the Food and 
Drug Administration has stated an opinion in Trade Correspondence 160 
that the Act does not require a therapeutic device to be marketed in 
package form. If a therapeutic device not marketed in package form 
should be labeled to comply with the Act, the label, no doubt, should be 
placed upon the article itself. 
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Section 502 (a), stating the conditions under which a therapeutic 
device is deemed misbranded, reads: 

A drug or device shall be deemed to be misbranded if its labeling is false or 
misleading in any particular. 

Under the foregoing paragraph, the Food and Drug Administration 
has seized a number of devices because of false labeling as to curative 
powers. The articles seized include inhalers, therapeutic lamps, bulbs, 
massagers or vibrators, rectal dilators, “gold” pessaries, and a number 
of bizarre types of therapeutic gadgets, including a heel plate worn ih 
shoes, a ‘‘cuboid’’ worn in shoes like an innersole, a ‘so-called magnetic 
ray appliance consisting of a coil belt and a connecting electric wire, a 
device called a ‘‘spine relaxer” (consisting of a sling worn under the 
chin and around the neck and weighted by a block and tackle), a so- 
called electrical mechanical heart (consisting of batteries and coil for 
directing electric current to various parts of the body), a device known 
as a ‘congester” (consisting of a metal pump and glass tube), and a 
similar ‘battery’ device. 


The courts have had occasion to consider two cases construing 
Section 502 (a). In one case, United States v. One Device Intended For 
Use As A Colonic Irrigator, 160 F. (2d) 194 [CCH Food Drug Cos- 
metic Law Reports { 7044], the Court held that statements contained 
in circulars distributed by the manufacturer and distributors of the device 
are, for the purpose of the Act, considered the same as labeling which 
may appear on or be physically attached to the device, and that such cir- 
culars may not, under Section 502(a), contain statements false or 
misleading in any particular as to the curative powers of the device 
without making the article liable to seizure under the provisions of 


Section 304 of the Act. The Court said: 


The objection is not to the use of this device or that it does not have a useful place 
in the art of healing. The vice is in the -way and manner in which it is represented 
and the claims which are made for it in these circulars, which under the stipulation of 
facts and findings of the court constitute a part of the labeling of the device. For 
the purpose of this opinion, it may be conceded that its use in flushing out the colon 
under expert supervision has a tendency to eliminate some toxins therefrom, thus 
preventing their entrance into the blood stream and thereby contributing somewhat to 
the purification of the blood and thus, in the ultimate, contributing to some extent to 
improvement in general health. But this is not what the labeling circulars state. In 
effect, they hold the machine out as a cure-all for all the ills that affect the human 
body. The authors of this literature apparently borrowed a leaf from the book 
of the ancients, who wanted to appease all the gods by erecting a statute to them and 
who, when they had erected a statute to all of the known gods, then, fearing that they 
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might have overlooked one, erected another statute to the unknown god. Thus, the 
authors of “The Modern, Scientific Way to Health,” after naming all the known 
ills of the body and representing that they would respond to the use of the tox 
eliminator, added this phrase, ‘and a host of ills that have heretofore been obscure.” 
Nothing is overlooked. Relief is promised from every ill, whether known or unknown. 

The other case, Linited States v. Olsen, 161 F. (2d) 669 [CCH 
Food Drug Cosmetic Law Reports § 7051] (certiorari denied, United 
States Supreme Court, October 13, 1947), concerned a device known 
as the “Spectro-Chrome.” This device consisted of a cabinet equipped 
with an electrically operated fan, a light bulb, a glass water container, 
two condensing lenses and several glass slides of various colors. .The 
manufacturer of this device claimed in circulars certain curative powers 
for the device, which claims were held to be false. The principal issue 
in this case, however, involved a question of the jurisdiction of the 
Food and Drug Administration and is discussed later. Two other libels 
against Spectro-Chrome have been filed in the United States District 
Courts and in both suits the seizures of the devices were upheld by the 
courts. An indictment was returned in the United States District Court 
for the District of New Jersey against the promoter of the Spectro- 
Chrome, and after a trial he was fined. This case is now pending on 
appeal. , 


Section 502 (b) of the Act provides: 


A drug or device shall be deemed to be misbranded if in package form unless it 
bears a label containing (1) the name and place of business of the manufacturer, 
packer, or distributor: and (2) an accurate statement of the quantity of the contents 
in terms of weight, measure, or numerical count: Provided, That under clause (2) 
of this paragraph reasonable variations shall be permitted, and exemptions as to 
small packages shall be established, by the regulations prescribed by the Administrator. 

* Regulation 2.102, with reference to the foregoing section, contains 
provisions for labeling if the device is not manufactured by the person 
whose name appears on the label, or if the device is manufactured, packed 
or distributed at a place other than the principal place of business of the 
producer, and also states certain conditions under which a device shall 
be exempt from the labeling requirements of clause (2) of Section 


502 (b) of the Act. This regulation should be considered if believed 


applicable to the marketing of a particular device. 


There are other provisions in this paragraph covering variations 
from stated weights or count, but these provisions have little significance 
as applied to devices. 
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Section 502 (c) in effect states that any word, statement, or other 
information required by the Act to appear on the label must be promi- 
nently and conspicuously placed as to render it likely to be read. 


Section 502 (f) of the Act provides that a device shall be deemed 
to be misbranded: 


Unless its labeling bears (1) adequate directions for use; and (2) such adequate 
warnings against use in those pathological conditions or by children where its use 
may be dangerous to health, or against unsafe dosage or methods or duration of 
administration or application, in such manner and form, as are necessary for the 
protection of users; Provided, That where any requirement of clause (1) of this 
paragraph as applied to any drug or device, is not necessary for the protection of the 
public health, the Administrator shall promulgate regulations exempting such drug 
or device from such requirement. 


Regulation 2.106 has been issued with reference to Section 502 (f) 
of the Act. This regulation states in paragraph (a) the conditions under 
which directions for use may be inadequate and in paragraphs (b) and 
(c) the conditions under which a device need not comply with the labeling 
requirements of Section 502 (f) (1). Paragraphs of this regulation are 
quoted and discussed as follows: 


(a) Directions for use may be inadequate by reason (among other reasons) of 
omission, in whole or in part, or incorrect specifications of: 

(1) directions for use in all conditions for which such drug or device is 
prescribed, recommended, or suggested in its labeling, or in its advertising dis- 
seminated or sponsored by or on behalf of its manufacturer or packer, or in such 
other conditions, if any there be, for which such drug or device is commonly and 
effectively used; 

(2) quantity of dose (including quantities for persons of different ages and 
different physical conditions) ; 

(3) frequency of administration or application; 

(4) du¥ation of administration or application; 

(5) time of administration or application (in relation to time of meals, time 
of onset of symptoms, or other time factor) ; 

(6) route or method of administration or application: or 

(7) preparation for use (shaking, dilution, adjustment of temperature, or 
other manipulation or process). 


(b) Except as otherwise provided by paragraphs (h) and (i) of this section, 
a shipment or other delivery of a drug or device shall be exempt from the requirements 
of section 502 (f) (1) of the Act if it complies with all of the following conditions: 


(1) Such drug or device, because of its toxicity or other potentiality for 
harmful effect or the method of its use or the collateral measures necessary to its 
use, is not generally recognized among experts qualified by scientific training 
and experience to evaluate its safety and efficacy, as safe and efficacious for use 
except by or under the supervision of a physician, dentist or veterinarian. 
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(2) Such shipment or delivery is to be: 

(1) Dispensed by physicians, dentists, or veterinarians in their pro- 
fessional practice; 

(II) Dispensed upon prescriptions issued by physicians, dentists, or 
veterinarians in their professional practice and under labeling bearing the 
directions for use specified in:such prescriptions; 

(III) Compounded with other substances in filling such prescriptions; or 

(IV) Used in the manufacture of another drug or device. 

(3) Information adequate for the use of such drug or device by physicians, 
dentists or veterinarians, as the case may be, is readily available. 

(4) The label of such drug or device (other than surgical instruments and 
other devices to be used exclusively by physicians, dentists, or veterinarians 
in their professional practice) bears the statement “Caution: To be dispensed 
only by or on the prescription of a ,’ or “Caution: To be dispensed 
only by or on the prescription of a or otherwise used only for manu- 
facturing purposes,” the blank being filled in with one or more of the words 
“physician,” “dentist,” and “veterinarian,’ as the case may be. 

(5) No representation with respect to the conditions for which a drug or 
device is to be used, or how it is to be used, appears in its labeling except 
representations: 

(I) In printed matter supplied to a physician, dentist or veterinarian 
separately from such drug or device; 

(II) Specified in a prescription, which was issued by a physician, dentist, 
or veterinarian in his professional practice, upon which such drug or device 
was dispensed; or 

(III) Required by an official compendium. 

(6) [Applicable to drugs only.] 

(e) Except as otherwise provided by paragraphs (h) and (i) of this section, 
a shipment or other delivery of a drug or device also shall be exempt from the require- 
ments of section 502 (f) (1) of the Act if it complies with all the conditions set forth 
in paragraphs (b) (3) and (6) of this section and if such shipment or delivery is 
made to a physician, dentist, veterinarian, hospital, or clinic to be dispensed by or 
under the direction of physicians, dentists, or veterinarians in their professional 
practice. 

(f) A shipment or other delivery of a drug or device also shall be exempt from 
the requirements of section 502 (f) (1) of the Act if it is made to a dealer or manu- 
facturer to be used in the manufacture of another drug or device and its label bears 
the statement ‘For manufacturing use only.” 

(g) A shipment or other delivery of a drug or device also shall be exempt from 
the requirements of section 502 (f) (1) of the Act with respect to common uses, adequate 
directions for which are known by the ordinary individual. 

(h) [Applicable to drugs only.] 

(i): No exemption under any provisions of this regulation shall apply to any 
shipment or other delivery of: 

(3) A drug or device if such shipment or delivery is made in the course of 
the conduct of a business dispensing drugs or devices pursuant to diagnosis by 
mail. 
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(j) If a shipment or other delivery, or any part thereof, of a drug or device which 
is exempt under paragraph (b), (c), or (f) of this section is disposed of for any 
purpose other than those specified in such paragraph, such exemption shall expire, 
with respect to such shipment or delivery or part thereof which is so disposed of, at 
the beginning of the act of such disposal. The causing of an exemption so to expire 
shall be considered to be an act which results in such drug or device being misbranded 
unless, prior to such disposal it is relabeled to comply with the requirements of section 
502 (f) (1) of the Act, or it is disposed of for use otherwise than as a drug or device. 


The Food and Drug Administration has stated in Trade Corres- 
pondence 160 an opinion that “in sales of surgical therapeutic devices to 
a physician, surgeon, nurse, or hospital, such person may be considered 
an ‘ordinary individual’ as that term is used in the regulations under 
Section 502 (f) of the Act, if the device is of a type obviously designed 
for use by, or in its distribution restricted to nurses, physicians, hospitals, 
or dentists, who would necessarily be familiar with the uses of the 
articles.” 


Therefore, ordinary surgical instruments, if their uses are well 
known to physicians and nurses, need not be labeled with directions for 
use when sold to physicians and nurses. However, adequate directions 
for use and precautionary statements should be attached in the sale of 
new devices with which professional customers may be unfamiliar. 


The reason underlying the provision in the Act that a therapeutic 
device may be sold without directions as to use, if labeled with a state- 
ment, ‘Caution: To be sold only by or on the prescription of a phy- 
sician,’ is that a physician, in discharging his duty to his patient, may 
give more complete instructions regarding the use of a prescribed device 
than a vendor probably could or would. 


It is important to note that if an article sold is labeled, “Caution: 
to be dispensed only by or on the prescription of a physician,’ such 
article is considered misbranded if it is sold without the prescription of a 


physician. 
Directions for Use 


An article for which directions for use are not commonly known, 
or not sold on professional prescription, will require labeling with ade- 
quate directions for use. Directions for use may cover such subjects as 
assembly of apparatus, proper testing after assembly and before use, 
proper care of apparatus between intervals of use, and mechanics of 
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operating the device. Thus, a sun-ray lamp sold to and intended for use 
by the general public should bear a label containing a warning against 
the danger of over-exposure. 


Warning Notices 


Section 502 (f) (2) requires that a therapeutic device be labeled 
with such adequate warnings against use by children or in those patho- 
logical conditions where its use may be dangerous to health, or against 
unsafe dosage or methods or duration of administration or application. 


Compliance with this section requires warnings that are specific 
and adequate. Thus the statement “Caution: To be used by or on 
the prescription of a physician,” cannot be regarded as adequate warn- 
ing in terms of the requirements of Section 502 (f) (2). Warning state- 
ments must be specific and of such a character as to fulfill the purpose 
for which this section of the Act is intended. Adequate warnings, as 
intended under this section, must appear in any case, regardless of the 
type of distribution. Even in sales to physicians, dentists, or veteri- 
narians, labeling must comply with Section 502 (f) (2) by giving warn- 
ing information. 

Dosage Directions 


The Food and Drug Administration makes a distinction between 
“directions for use’’ and “dosage directions.’ It seems that if a thera- 
peutic device is sold on a doctor's prescription, dosage directions are 
not required since the physician will give proper instructions to 
his patient. 

Jurisdiction 


The Federal Food, Drug, and Cosmetic Act, being an enactment 
of Congress, may constitutionally regulate only interstate commerce, 
and Section 301 of the Act contains recognition of this limitation. Two 
cases have been decided under the Federal Food, Drug, and Cosmetic 
Act involving the jurisdiction of the Food and Drug Administration. 
In one case, United States v. Olsen, previously discussed, the Court 
held that a device misbranded when sold in interstate commerce could 
be seized by the Food and Drug Administration at any time from the 
person who bought it in interstate commerce. The Court said: 


This proceeding was commenced on July 26, 1945. At that time, the article was 
not in interstate commerce. That, however, is immaterial; for, having been misbranded 
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when introduced into and while in interstate commerce, the article was liable to be 
proceeded against and condemned at any time thereafter. 


The other case involved a drug, and not a device, but the principle 
stated is clearly applicable to devices. In that case, Sullivan v. United 
States, 161 F. (2d) 629 [CCH Food Drug Cosmetic Law Reports 
{ 7050], the Court held that where a proper labeled shipment of sulpha- 
thiazole tablets was sent in interstate commerce to a branch office of 
the shipper, and subsequently sold by the branch office to a retail drug- 
gist, who then repackaged and relabeled the tablets, that labeling being 
in non-compliance with the Federal Food, Drug, and Cosmetic Act, 
the subsequent sale by the druggist was not in interstate commerce and 
consequently the labeling, even though in non-compliance with the Act, 
did not make the druggist criminally liable under the provisions of the 
Federal Food, Drug, and Cosmetic Act. 


However, the decision of the United States Circuit Court of 
Appeals was reversed on review by the United States Supreme Court 
in the case of Lnited States v. Sullivan [CCH Food Drug Cosmetic Law 
Reports § 7076; page 131, herein], on January 19, 1948, the majority 
opinion of the Court containing a statement as follows: 

But the language used by Congress broadly and unqualifiedly prohibits mis- 
branding articles held for sale after shipment in interstate commerce, without regard 


to how long after the shipment the misvranding occurred, how many intrastate sales 
had intervened, or who had received the articles at the end of the interstate shipment. 


The United States Supreme Court, in the Sullivan case, based its 
decision very largely on the case of McDermott v. Wisconsin, 228 U. S. 
115. The Court in that case said the following with reference to the 
Federal Food and Drug Act of June 30, 1906: 


The object of the statute is to prevent the misuse of the facilities of interstate 
commerce in conveying to and placing before the consumer misbranded and adulterated 
articles of medicine or food, and in order that its protection may be afforded to those 
who are intended to receive its benefits, the brands regulated must be upon the 
packages intended to reach the purchaser. This is the only practical or sensible con- 
struction of the act, and, for the reasons we have stated, we think the requirements 
of the act as so construed clearly within the powers of Congress over the facilities of 
interstate commerce, and such has been the construction generally placed upon the 


act by the Federal Courts. 
[The End] 
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pounded pharmaceutical preparation is the professional knowledge 

of the pharmacist. Laws have been passed to insure, as far as 
possible, that practicing pharmacists possess the ability to dispense this 
ingredient. Educational standards have been adequately advanced and 
state requirements must be met. Most pharmacists abide by the Code of 
Ethics of the American Pharmaceutical Association, just as most physi- 
cians abide by their Hippocratic Oath. There are always a few members 
in any professional group, of whom the majority are not inclined to boast, 
but whose activities cannot be curbed by the other members of the group. 


"T PRICELESS INGREDIENT in an extemporaneously com- 










Laws Regulating Pharmacy 





To keep the few wayward members of the pharmaceutical profession 
in the path of righteousness, states have passed laws regulating the 
practice of pharmacy and have vested a certain official or groups with 
the power to enforce the legislation. Most of these laws have been 
sponsored by the organizations representing the profession. On the 
Federal level we have the Food, Drug, and Cosmetic Act as a legal 
guide. The Food and Drug Administration recently estimated that only 
about four per cent of the retail drug establishments were involved in 
the criminal activities of the Administration. In most states the per- 
centage of criminal violators is lower than the national figure. We must 
conclude, with some pride, that the pharmacists as a rule are honest 
men. 













Extemporaneous Pharmaceutical Compounding 


Periodically a few state officials become exercised over what they 
consider to be inaccurate compounding work done by pharmacists. Most 
of these officials do not insinuate that a question of criminal liability 
exists in these cases, but they are unanimous in condemning the pharma- 
cists for certain attitudes and practices. Especially do they condemn 
carelessness. These critical officials are without exception, to my knowl- 
edge, non-pharmacists who are perfectly sincere and intellectually honest. 
However, they do not always understand and consider all the problems 
faced by the compounder of extemporaneous pharmaceuticals. 


Setting of Standards 


The degree of accuracy of prescription-counter work is usually de- 
termined by analyzing extemporaneously prepared pharmaceuticals and 
studying the resulting data. Such a study almost always eliminates the 
criminal factor by disclosing that deviations from the requested concen- 
trations are too high as often as they are too low. A most important 
point in utilizing such data is the setting of standards by which the 
preparation is to be judged and its classification as legal or illegal is to be 
determined. These standards have heretofore been set by the state en- 
forcement officials. Most of the critical reports are based upon the 


following standards: 1. Any preparation that is recognized in the 
official compendia must meet the standards set forth therein. 2. Any 
preparation which is not official is allowed a tolerance of +10 per cent. 
This tolerance of +10 per cent has as its obvious basis the fact that few 
official preparations are allowed a broader tolerance. It might appear 
that this is a most lenient tolerance for these preparations. 


SAMUEL W. GoLpDsTEIN, Ph.D. 
Pharmaceutical Chemist, Baltimore, 
Maryland 
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Further consideration brings up the question: Is it logical to base 
standards for extemporaneous work under uncontrolled conditions and 
involving small quantities of materials on the standards in the Linited 
States Pharmacopoeia and National Formulary? | believe it is not equita- 
ble or logical. Monographs in the Linited States Pharmacopoeia and 
National Formulary give directions for preparing liter or kilogram quan- 
tities of most preparations. The starting materials are presumed to have 
been tested before use and the product is supposed to be tested, and, 
if necessary, adjusted to the proper concentration. These controls can- 
not possibly be expected of the compounding pharmacist who works with 
grains or grams and minims or cubic centimeters. The fact that the 
probability of error in weighing increases as the quantities weighed de- 
crease is given official recognition in the tolerances allowed for quantities 
of solid materials weighed into ampuls. These tolerances, varying from 
+15 per cent for 25 mg. portions to +1.5 per cent for 1 gm. portions 
weighed under controlled conditions, are recognized by the L/nited States 
Pharmacopoeia, National Formulary, Food and Drug Administration, 
and American Medical Association. Are enforcement officials who have 
not had pharmaceutical training to be condemned for setting standards 
for extemporaneously compounded pharmaceuticals and asking pharma- 
cists to meet them? Under existing conditions, the answer is certainly 
they are not. No standards for such preparations have previously been 
advocated by pharmaceutically trained men. Indeed the pharmacists owe 
the critical state officials a debt of gratitude for bringing the condition 
into the open and inspiring the pharmaceutical group to renew its con- 
sideration of this perplexing problem. On the other hand, men who are 
not trained in a certain calling should not set standards for the work 
of its practitioners without consultation with their representatives. 


Suggested System of Setting Tolerances 


The author has made a detailed study of thousands of samples of 
extemporaneously compounded pharmaceuticals prepared by registered 
pharmacists working at prescription counters of state-licensed and super- 
vised pharmacies. As a result of this study, the following system of 
setting tolerances for these preparations is offered as being more equi- 
table and reasonable than any system used heretofore. The pharmacists 
who prepared the studied samples knew the drug inspector making the 
purchase and, therefore, realized that the products were to be tested. 
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This cut the factor of carelessness down to a minimum. I recommend 
that, for the purpose of setting tolerances, the preparations should be 
divided into three groups, each group having two subdivisions as 
follows: 
Group I. Total weight of each ingredient 5 gm. or more. 
(a) Stable Ingredients 
(b) Unstable Ingredients. 


Group II. Total weight of each ingredient not less than 2 gm. nor 
more than 4.99 gm. 
(a) and (b) as under I. 
Group III. Total weight of each ingredient 1.99 gm. or less. 
(a) and (b) as under I. 


Tentative Tolerances Recommended 


The tolerances assigned to the different groups are based upon the 
following considerations. In a controlled series of repeated experiments, 
results of any experiment showing a deviation greater than four times 
the average deviation are considered to be outside the bounds of experi- 
mental error. Work at the prescription counter involves controllable 
factors (accuracy of apparatus and manipulative precision up to a point ) 
and uncontrollable factors (alteration of materials and manipulative 
precision beyond a point). If a large number of samples of the same 
extemporaneous preparation are tested and the average percentage of 
deviation is determined, and if we assume that the controllable and un- 
controllable factors exert about equal influence, then twice the average 
percentage deviation should indicate the limits of precision within which 
such a preparation should be prepared. When we consider the con- 
ditions under which the preparations used in the present studies were 
purchased, the danger that this system will yield tolerances that are too 
narrow cannot be lightly dismissed. Series of liquid preparations falling 
into each classification were tested and studied. As a result the following 
tentative tolerances are recommended for the different classifications: 
Group I (a) +10 per cent; Group I (b) +17.5 per cent; Group II (a) 
+12.5 per cent; Group II (b) +20 per cent; Group III (a) +15 per cent; 
Group III (b) +22.5 per cent. Studies of ointments indicate that, using 
the same system of classification and determination, tentative tolerances 
should be assigned as follows: Group I (a) +10 per cent; Group I (b) 
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+20 per cent; Group II (a) +15 per cent; Group II (b) +25 per cent; 
Group III (a) +17.5 per cent; Group III (b) +30 per cent. 


The studies upon which these recommendations are based are 
being reported at this time in a series of articles in the Practical Edition of 
the American Pharmaceutical Association Journal. However, I must 
emphasize the fact that the recommended tolerances represent the per- 
sonal opinions and conclusions of the author and do not necessarily reflect 
the attitude or opinion of any other individual or group. These tolerances 
are offered in a spirit of constructive cooperation. If they can be shown 
to be unreasonable, I will welcome the explanation and proof. I feel 
certain that other investigations made under similar conditions will show 
that, if any changes should be made, some of the recommended toler- 
ances should be broadened. 


Standards of Precision Should Be Set 


I agree, with the state officials responsible for the enforcement of 
pharmacy laws, that there should be standards of precision set for the 
work performed at the prescription counter. The men and women who 
do this work are adequately trained to warrant recognition as professional 
personnel, and this recognition should be reflected in their products. 
The products of the great majority of pharmacists do show a degree of 


precision in their preparation that is reasonably acceptable. When we 
consider that heretofore no official standards have been set specifically 
for extemporaneously compounded preparations, and that their knowl- 
edge of the therapeutic action and dosage of the medicinal ingredients 
was the tactor determining the extent of care exercised by some pharma- 
cists in compounding the preparations, the precision shown has been 
commendable. With the establishment of reasonable and equitable offi- 
cial standards of precision, | am sure that more precise work will result. 


The recommended tentative standards should be subjected to a 
collaborative study by men representing the different interested groups. 
After their acceptance, or modification, they should be made official by 
recognition in the L/nited States Pharmacopoeia and/or National Formu- 
lary. There would then exist definite standards to serve as a guide to 
the pharmacists in their compounding activities, and to the law enforce- 
ment officials in their designation of samples as legal or illegal products. 


[The End] 
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Notes and Gomment 


Judicial, Administrative, and Legislative Developments 


Circuit Courts, One Day Apart, Reach Differing Conclusions as to 
Whether Advertising Literature “ Accompanies” Article ...OQn Novem- 
ber 6, 1947, the United States Circuit Court of Appeals for the Seventh 
Circuit, in the case of United States of America v. Lelord Kordel, No. 
9151 [CCH Food Drug Cosmetic Law Reports § 7063], determined that 
certain literature which had been shipped occasionally in the same carton, 
but, more frequently, separately from the article but to the same con- 
signees at differing periods (in at least one case a period of one and a 
half years intervened between the shipment of the article and the litera- 
ture), nevertheless, ‘‘accompanied” the article within the meaning of 
that term in Section 201(m) of the Federal Food, Drug, and Cosmetic 
Act. A petition for certiorari was filed in the United States Supreme 
Court on March 5, 1948. 

In the other case decided by the United States Circuit Court of 
Appeals for the Fifth Circuit, on November 7, 1947, Fred Urbeteit, 
claimant of 16 articles of device, more or less, labeled ‘““Sinuothermic’’ etc. 
v. the United States, No. 12033, 164 F. (2d) 245 [CCH Food Drug 
Cosmetic Law Reports { 7065], it was determined that the leaflets in- 
volved did not ‘‘accompany” the Sinuothermic machines in interstate 
commerce within the meaning of the said Section 201(m), when the 
first three shipments of the machines were received and put in operation 
several weeks before any leaflets were sent and the last shipment was 
sent after the leaflets had arrived. A petition for certiorari was filed in 
the United States Supreme Court on February 6, 1948. 

Despite the different conclusions which were reached by the 
courts in these two cases with respect to whether the particular adver- 
tising did ‘‘accompany”’ the product involved, it would seem on analysis 
that there is no actual conflict between the two decisions and that the 
Kordel case is the controlling law on the point until the Supreme Court 
rules on this question. The reasons for the writer's belief that there is 
no conflict will be made clear in the following discussion. 
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At the outset, it should be pointed out that the Alberty decision 
(Alberty v. United States, 159 F. (2d) 278, decided January 31, 1947 
[CCH Food Drug Cosmetic Law Reports { 7034] ) can not be considered 
as putting a stop to the trend of decisions giving a liberal interpretation to 
the term ‘accompanying’ as it is used in Section 201(m) of the Federal 
Food, Drug, and Cosmetic Act. The reasons for this are comprehensively 
set forth in the article by George Link, Jr., on ““The Judicial Interpreta- 
tion of the Words Accompanying Such Article,” appearing in 2 Food 
Drug Cosmetic Law Quarterly 207 (note particularly p. 213 et seq.). 
The writer's conviction on the point, to the same general effect, appears 
in the same issue, 2 Food Drug Cosmetic Law Quarterly 265 et seq. 


Coming now to the Kordel case, the Court there reached the con- 
clusion that the correct concept of “accompaniment” is one of commercial 
or business association in view of the fact that misbranding has its signif- 
icance only in terms of the consumer. Since one of the usual functions 
of labeling is to inform the purchaser of the uses of the article to which 
the labeling relates, this literature should be scrutinized from this view- 
point. The Court felt that the test was not one of physical association 
or contiguity, but of textual relationship. When it appeared that the 
products and the literature involved were interdependent because without 
the literature the drugs lacked the labeling required to inform the pur- 
chasing public of all their uses and purposes, it seemed clear that the 
literature was essential to explain the alleged uses of the products. It 
constituted a supplement to the label physically attached to the product 
container. The Court concluded that because the literature was shipped 
by the appellant at its order to the same consignee as the products, was 
related to those products, and was intended to be distributed in relation 
to them, it accompanied the products in interstate commerce within the 
definition of the Act. The Court decided that to hold otherwise would 
permit an evasion of the Act by the very easy subterfuge of printing a 
purchase price or mailing permit on advertising matter otherwise un- 
questionably accompanying products into interstate commerce. 


In the Urbeteit case, it appeared that the literature which was 
shipped by Dr. Urbeteit was entitled “The Road to Health” and con- 
tained pictures of the doctor and of the Sinuothermic Institute run by 
the doctor, together with testimonials and case histories of patients who 
had been treated at the Institute by the doctor. The Court felt that these 
leaflets did not constitute labeling even though the literature did mention 
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the machine and included praise of it as an instrument of diagnosis and 
treatment. They did not, however, include a description or picture of 
the machine, any explanation of its operation, or any suggestion that it 
was for sale. The Court held that the whole thing appeared to be an 
advertisement for the Institute and Dr. Urbeteit rather than something 
to accompany the machines and that the literature apparently was in- 
tended by the recipient thereof, one Dr. Kelsch, to advertise himself 
as a follower of the methods of Dr. Urbeteit rather than to explain or 
sell the machines. The Court decided that, even if the literature and 
the machines had been shipped simultaneously from Dr. Urbeteit to 
Dr. Kelsch, it would be extremely doubtful whether the literature could 
be called labeling under such circumstances and that it had not been 
proven, by the ‘‘skimpy evidence” of the circumstances in the case, that 
the literature did accompany the machines in this instance. It seemed 
quite clear that the Court was convinced that thé literature was not 
intended to explain, nor was it useful or needed in any way to explain, 
the use to which the machines were to be put. 


What conclusions then can we reach from these three decisions, in 
the Alberty, Kordel, and Urbeteit cases, with respect to the meaning 
of the word “accompanying” as contained in Section 201(m)? It would 
seem reasonably clear that if the advertising literature (1) is needed 
in order properly to explain the use of the article. or (2) can fairly be 
claimed to be intended to explain the uses of a drug or device, it properly 
“accompanies” the article for the purpose of this section. While the 
Alberty case may not be in entire harmony with this viewpoint, it seems 
for the reasons previously discussed that this case can not be considered 
as a binding precedent for any contrary viewpoint. The Court in the 
Kordel decision commented on the Alberty case and mentioned that, if 
the Ninth Circuit limited the definition of the word ‘‘accompany”’ to 
mean only physical association and contiguity, it did not agree with 
its reasoning and was convinced that it was not in harmony with the 
previous cases which it had attempted to distinguish. 


So far as the Urbeteit case is concerned, it seems to be in complete 
harmony with the foregoing even though because of the differing facts 
a different conclusion was reached as to whether or not the literature in- 
volved did “accompany” the article. However, the Urbeteit case and 
the other cases relating to the definition of the word “accompany” leave 
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the status of the law in a somewhat perplexing state in those situations 
where the literature is not textually related to the product but depends 
upon physical association and contiguity. Just what this physical asso- 
ciation must be under such circumstances is not clear from the decisions 
to date. However, this does not seem to present any particular problem 
with respect to enforcement. 


The Kordel case, in addition to being the most important decision 
on the question of the interpretation of the word ‘accompanying’ in 
Section 201(m) of the Act, also covered three additional points which 
are of considerable importance to manufacturers of foods, drugs, cos- 
metics, and devices. A most important additional point examined had to 
do with the danger which the Act was intended to overcome. The facts 
showed that the various articles of drug were vitamin and mineral prod- 
ucts which were perfectly harmless in and of themselves. The three 
pamphlets involved revealed, however, that the products therein de- 
scribed were prescribed for relieving stomach agonies, general weakness, 
anemia, premature old age, high blood pressure, liver troubles, failing 
eyesight, sore feet; maintaining blood energy, muscular activity, sound 
teeth and gums, healthy skin, hair and eyes, normal functioning of the 
pituitary and thyroid glands, stomach, intestines, colon, liver and kid- 
neys; and preventing arthritis and stiff joints, excess weight, catarrh, 
nervous breakdown, sterility, and paralysis. These claims were branded 
as scientifically ridiculous and nonsensical by eminent men in the medical 
profession who testified at the trial. It was pointed out that literature of 
this nature is definitely harmful in that it encourages a patient with a 
serious disease to experiment with himself when he should seek medical 
advice and precise diagnosis and therapy. The Court pointed out that 
the danger in such a system of self-diagnosis and medication as advocated 
by Kordel “‘lies in the fact that ignorant and gullible persons are likely 
to rely upon them instead of seeking professional advice for conditions 
they are represented to relieve or prevent.” 


As appears from the foregoing quotation, the Court makes it plain 
that the provisions of the Federal Food, Drug, and Cosmetic Act are 
intended to protect ignorant and gullible persons and are not confined 
to protecting the reasonably well-informed. This quotation deserves the 
mature reflection of all persons engaged in the food, drug, and cosmetic 
industry. 
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A second and equally important point that was covered in the 
decision was to emphasize that the Act is a public health statute and is to 
be liberally construed to protect the public health irrespective of whether 
the proceeding is civil or criminal in nature. Health statutes are, in fact, 
primarily penal in nature and frequently impose criminal penalties, but, 
despite this fact, the courts have given such statutes a liberal interpre- 
tation in view of the public and social purposes that they serve. 


The third point covered was that labeling and advertising are not 
mutually exclusive and that the same matter may serve both purposes. 
In fact, most, if not all, labeling is advertising. 


The Urbeteit decision passed upon one additional important point 
with respect to the District Court's refusal to accept certain testimony. 
The Court had refused to accept Dr. Urbeteit’s diagnoses on the ground 
that they were made solely on the indications of the machine, and also 
refused to accept the testimony of thirty patients as to the benefit they 
had received from the use of the Sinuothermic machine. The ground 
for refusing the doctor's testimony was that the government's expert 
witnesses testified that they could not make a diagnosis with the ma- 
chine. However, the Circuit Court felt that Dr. Urbeteit claimed the 
machine to be only an aid in diagnosing, and, that having been a licensed 
doctor for some twenty years, he could express expert opinions. The 
trial judge might, after hearing all the evidence, prefer the expert opinions 
of the government's witnesses, but all competent testimony should have 
been heard before arriving at a decision. As to the thirty patients, the 
trial court ruled that they, being laymen, could not testify as to what 
was the matter with them and consequently could not say that they had 
been relieved. It was ruled that the patients themselves could certainly 
know whether their external symptoms had abated and their pains ceased 
and that this was competent evidence which the trial judge should have 
heard before deciding the case. It was pointed out that the most eminent 
physicians and scientists have erred in their opinions, and opinions must 
yield to well-proved contrary facts. The question of permissibility of 
this type of evidence seems to be of sufficient importance to warrant con- 
sideration by the United States Supreme Court. 


x * * 


Private Label Seller Held Liable for Adulteration of Products Manu- 
factured forIlt . . . The defendant appealed from a judgment of con- 


Page 118 Food Drug Cosmetic Law Quarterly— March, 1948 





viction of a charge of adulteration in violation of Section 301(a) of the 
Federal Food, Drug, and Cosmetic Act. The judgment was entered 
after a trial without a jury and most of the facts had been stipulated. 


There was no dispute that the products involved, hair lacquer pads, 
were adulterated in that they contained a substance which rendered 
them deleterious in use under the conditions prescribed on their label, 
and that they were introduced into interstate commerce. It appeared 
that the defendant, Parfait Powder Puff Company, which was engaged 
in the manufacture and sale of cosmetic products, entered into an agree- 
ment with Helfrich Laboratories whereby Helfrich agreed to manufac- 
ture, place in packages, and distribute to defendant's customers hair 
lacquer pads. The defendant supplied Helfrich with jars, caps, labels, 
display cards, flannel pads and shipping containers. Helfrich impreg- 
nated the pads with a shellac lacquer, placed them in labeled jars bearing 
defendant's name, and shipped the packages in accordance with shipping 
instructions furnished by the defendant. The sample submitted by 
Helfrich, when the arrangement was first made. was tested by the de- 
fendant and found satisfactory. Later, without the defendant's knowl- 
edge, Helfrich substituted a gum for the shellac in the lacquer, for the 
claimed reason that it was impossible to obtain shellac. This element 
proved to be deleterious in use. As soon as the defendant learned of 
this substitution, it forbade use of the gum. 


It was the defendant's contention that, as Helfrich was an inde- 
pendent contractor making this product up for it, if there was any 
wrong-doing it was that of Helfrich. The defendant argued that it was 
innocent of any wrong-doing and that the active fault was that of 
Helfrich. The Court overruled this argument and pointed out that the 
defendant saw fit to create, out of Helfrich’s activities in its behalf, an 
instrumentality and to avail itself of the uses of that instrumentality, 
which effected an introduction into commerce of an adulterated article 
violative of the standards fixed by the Act. It was ruled that the best 
method of controlling the actions of the instrumentality was to impute 
its acts to its creator and to impose penalties upon the latter if the instru- 
mentality violated the law. When the defendant engaged in the manu- 
facture and disposition of these hair lacquer pads, the Federal Food, 
Drug, and Cosmetic Act was in force and had been enacted as a matter 
of public policy for the protection of the purchasing public. The de- 
fendant knew that the goods would pass into commerce. It knew that, if 
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these goods violated the provision of the Act, a liability would be incurred 
by someone. Under the circumstances disclosed, there seemed to be no 
reason why the defendant should think that it could shift this responsi- 
bility to the person performing the work for it. The defendant owed a 
certain duty to the public and when it entrusted the performance of that 
duty to another, whether as an independent contractor or as an agent, 
the defendant became criminally responsible for the failure of the person 
to whom it had delegated the obligation to comply with the law, if the 
nonperformance of such duty was a crime. The defendant could not 
put into operation forces effectuating a placement in commerce of a 
prohibited commodity in its behalf and then claim immunity because 
the instrumentality it had voluntarily selected had failed to live up to 
the standards of the law. 


The defendant made the further contention that it was exempt from 
prosecution by reason of Section 303(c) of the Act, which provides that 
no person shall be subject to the penalties for violating Section 301 if 
such person shall have received the article and delivered it or proffered 
delivery of it, if such delivery or proffer was made in good faith, unless 
he refuses to furnish on request of an officer or employee of the Food 
and Drug Administration the name and address of the person from whom 
he purchased or received such article and copies of all documents, if there 
be any, pertaining to the delivery of the article to him. The purpose of 
this section was to safeguard innocent dealers from liability where they 
merely act as a conduit for the goods which they receive in interstate 
commerce. If such a dealer has failed to secure a guaranty as is pro- 
vided for in this section, he can still escape responsibility for a penalty 
by furnishing the records of interstate shipment, thus allowing the 
prosecution to lie solely against the guilty shipper. The Court felt that 
the defendant here was not such an innnocent dealer but was, on the 
contrary, the moving force in the procurement of the introduction of the 
article into commerce. It was felt that this provision was only intended 
to protect innocent receivers of goods shipped to them in interstate com- 
merce in violation of the Act and not the consignors of such goods, such 
as the defendant, who rather than having received the goods in com- 
merce in fact caused them to be placed therein. (The United States of 
America v. Parfait Powder Puff Company. United States Circuit Court 
of Appeals for the Seventh Circuit. No. 9269. November 4, 1947. 
[CCH Food Drug Cosmetic Law Reports § 7064.] Certiorari denied 
January 12, 1948, by the United States Supreme Court. ) 
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The foregoing case continues the trend of decisions which have 
placed a liberal construction on the Federal Food, Drug, and Cosmetic 
Act, and which have imposed a penalty on a seemingly innocent seller 
in order to avoid the evil of exposing innocent purchasers to danger 
from the effects of adrug. Although this undoubtedly places a hardship 
on those who perform such transactions in which they are wholly un- 
conscious of any wrong-doing, it seems clear that Congress has preferred 
to place this burden upon those who are the moving causes of the wrong- 
ful conditions rather than to throw the hazard upon the innocent public 
which is wholly helpless. 


The foregoing decision merits some consideration with respect to 
the use of trademarks by related companies. The Trade Mark Act 
of 1946 provides in Section 5 that where a registered mark, or a mark 
sought to be registered, is, or may be, used legitimately by related 
companies, such use shall inure to the benefit of the registrant or applicant 
for registration and such use shall not affect the validity of such mark 
or of its registration provided such mark is not used in such a manner 
as to deceive the public, and defines the term ‘related company” in 
Section 45 to mean ‘Any person who legitimately controls or is con- 
trolled by the registrant or applicant for registration in respect to the 
nature and quality of the goods or services in connection with which 
the mark is used.” 


While the definition of the term “related company” as yet has 
not been construed by the courts, it seems probable that such relationship 
may arise from the existence of a contract between the two parties 
whereby the owner of the mark controls the nature and quality of the 
goods or services in connection with which the mark is used. Query: 
Would such trademark owner be the moving force and guilty party in a 
situation where the goods on which the mark is used violate Section 
301 (a) of the Federal Food, Drug, and Cosmetic Act, if such a trademark 
owner permitted a related company to use its mark on goods manufac- 
tured by the user and the only means of identifying the goods with the 
trademark owner was the presence of its mark on the goods? 


= 


Seller of Product Found in Contempt Where Labeling Did Not 
Contain Adequate Directions for the Uses Advertised . . . The United 
States District Court found Chester Walker Colgrove and his company, 


Notes and Comment Page 121 





the Colusa Remedy Company, in contempt of court in that they had 
violated an injunction issued against them prohibiting all shipments of 
Colusa Natural Oil unless labeled with adequate directions for usage in 
treating the various conditions, ills, and diseases for which the advertising 
prescribed, recommended, or suggested its use. 


This case was reviewed in 2 Food Drug Cosmetic Law Quarterly 
274, at which time it was pointed out that this was the first court decision 
to give consideration to regulation 2.106(a) of the Food and Drug Ad- 
ministration, which provides that directions for use may be inadequate if 
they do not cover all the conditions for which the drug or device is 
prescribed, recommended, or suggested in the labeling or advertising 
thereof. 


The order entered on the decision restrained Colgrove and Colusa 
Remedy Company from shipping the Colusa Natural Oil unless the label 
thereon contained adequate directions for the safe and efficacious use 
of the product in treatment of all conditions for which it was recom- 
mended in any advertising disseminated or sponsored by these two de- 
fendants. (United States v. Chester Walker Colgrove, trading and 
doing business under the trade name and style of Colusa Remedy Com- 


pany and Colusa Remedy Company, a Nevada corporation, in the Dis- 
trict Court of the United States for the Southern District of California, 
Central Division. No. 5992-WM Civil. December, 1947.) 


In the previous discussion of this case, it was pointed out that the 
decision was somewhat weak as a precedent on the point that a drug 
would be considered misbranded merely because of inadequacy of direc- 
tions for use of the product in the treatment of ills and diseases for 
which advertising recommended or suggested its use. It was suggested 
that the court might still have found the label to have been inadequate 
as incomplete and indefinite without having given any consideration to 
the advertisements themselves. However, the order entered in this 
decision seems to some extent to have strengthened the value of the 
case as a precedent in that it required that the Colusa Natural Oil should 
be labeled with adequate directions for use in the treatment of all con- 
ditions for which it was recommended in any advertisements disseminated 
or sponsored by the defendants. 
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It is understood that after the injunction was entered against these 
defendants they placed directions on the label with respect to some 
of the diseases for which it had been advertised. Multiple seizures 
charging that the product was misbranded were immediately made. 
Some of the product which was seized contained a label statement to 
the effect that this unrefined petroleum product was intended for the 
treatment of psoriasis, eczema, athlete’s foot, and leg ulcers. Six of 
these seizure actions were consolidated for trial in the United States 
District Court for the Northern District of lowa. In ordering con- 
demnation of so much of this product as had been seized under its 
process, the Court found the Colusa Natural Oil misbranded with respect 
to each disease for which it claimed on its label that it could be used 
as a treatment, and stated that there was no credible or adequate scien- 
tific or medical foundation for any claim or representation that Colusa 
Natural Oil or Oil Tablets when used externally (or internally) will 
cure or alleviate such diseases or assist in their treatment. (United 
States of America v. various bottles of an article labeled in part “Colusa 
Natural Oil,” Colusa Remedy Company, Intervenor. In the United 
States District Court for the Northern District of lowa. Civil Nos. 406, 
414-417, 372. November 26, 1947 [CCH Food Drug Cosmetic Law 
Reports § 7071].) 

x * * 


Injunction Suit Against the Postmaster General, Federal Security 
Administrator, and Food and Drugs Commissioner Dismissed 
The Research Laboratories of Portland, Oregon, filed a petition in the 
United States District Court, District of Columbia, against the Post- 
master General, Federal Security Administrator, and the Food and 
Drug Commissioner asking that further proceedings against their prod- 
uct sold under the brand name “Nue-Ovo" be consolidated for the pur- 
pose of having one trial. It also requested that such officials of the 
government be restrained from instituting any further proceedings 
against this product or proceeding with the pending litigation and further 
asked for issuance of a declaratory judgment approving the label used 
on the product on the basis that it contained a statement that there was 
a difference of medical opinion with respect to the value of the product. 


At the oral argument held on December 15, 1947, the attorneys 
for the Food and Drug Administration took the position that the mere 
fact that the Research Laboratories were able to get some doctors to 
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testify in its favor did not mean that there was any real. difference of 
medical opinion with respect to its value. It was their position that there 
would be substantial ground for concluding that such a curative claim 
is misleading unless there is some real conflict of opinion between repre- 
sentative bodies of qualified experts on the point. The mere opinion 
of one or two doctors would not amount to such a conflict of opinion. 
The Court, in dismissing the petition, ruled that there was no justiciable 
controversy before it. (Research Laboratories, Portland, Oregon v. 
Postmaster General, Federal Security Administrator and the Food and 
Drugs Commissioner. United States District Court for the District 
of Columbia. Civil Action No. 3223-47. December 18, 1947 [CCH 
Food Drug Cosmetic Law Reports {| 7074].) 


x *k * 


Section 22 of the Clayton Act Is the Only Section of That Act Appli- 
cable to Contempt Proceedings Arising Under the Federal Food, Drug, 
and Cosmetic Act . . . An information was filed against Dean Rubber 
Manufacturing Company and others, alleging, among other things, that 
they were in contempt of court in that they had violated a final injunction 
decree entered against them on September 11, 1940, in an action 
brought against them by the United States with respect to certain viola- 
tions of the Federal Food, Drug, and Cosmetic Act. 


The defendants moved to dismiss the information on the grounds 
that the alleged criminal violations of the injunctive decree charged 
therein had occurred more than one year before the filing of the said 
information and were, therefore, barred by the statute of limitation 
provided in Section 25 of the Clayton Act. 


Section 302(b) of the Federal Food, Drug, and Cosmetic Act 
provides that the trial of a violation of an injunction or restraining order 
issued under this section shall be conducted in accordance with the 
practice and procedure applicable in the case of proceedings subject 
to the provisions of Section 22 of the Act of October 15, 1914, as 
amended. (Title 21, Sec. 332(b), U.S.C. A.) The Act of October 
15, 1914, is the Clayton Antitrust Act, which provides in Sections 21 
through 25 for the procedure to be followed in criminal contempts aris- 
ing out of criminal offenses under any statute of the United States or 
any state, except insofar as certain contempts are expressly excluded 
from its terms. After enumerating the contempts as to which the pro- 
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cedure of the Clayton Act is to be followed, Section 24 of said Act 
expressly excludes from its operations (1) contempts committed in, 
or near to, the presence of the court so as to obstruct the administration 
of justice, and (2) contempts committed in disobedience of any lawful 
writ, process, order, rule, decree, or command entered in any suit or 
action brought or prosecuted in the name of, or on behalf of, the 
United States. 


With respect to criminal contempts which are governed by its terms, 
the Clayton Act provides in Section 25 that no proceedings for con- 
tempt shall be instituted against any person unless begun within one 
year of the date of the act complained of. As to contempts excluded 
from the provisions of the Clayton Act, it has been held that they fall 
under the general three-year statute of limitation provided in Title 18, 


Section 582, U. S. C. A. 


The Court pointed out that if the instant action had been prosecuted 
by the United States under the Antitrust Act or similar act of Congress, 
there could be no doubt but that it would not be governed by the con- 
tempt procedure provided for in the Clayton Act, as it would come under 
the exclusion provided therein in that it was a suit prosecuted in the 
name of the United States. Such a suit would then be governed by 
the general three-year period of limitation rather than the one-year period 
of limitation provided in Section 25 of the Clayton Act. 


It was claimed by the rubber company that it was the intention 
of Congress in Section 302(b) of the Federal Food, Drug, and Cosmetic 
Act, in subjecting proceedings for violations of injunctions under that 
Act to the same rules as proceedings under Section 22 of the Clayton 
Act, to make the balance of the provisions of the Clayton Act with 
respect to contempt also applicable to such a situation. They claimed 
that it would be a futile thing for Congress to have attempted to govern 
these violations by the terms of the Clayton Act unless they intended 
such action to be a complete exception to the exception contained in 
Section 24 of said Act. Unless the section were so interpreted, it 
was their contention that Congress merely put such proceedings under 
the Clayton Act and by the same words “took them out from under 
the Clayton Act.” The Court overruled this contention and pointed out 
that in changing procedure previously established as to criminal con- 
tempts prosecuted in the name of the United States so far as such 
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conditions may arise under the Federal Food, Drug, and Cosmetic Act, 
Congress didnot provide that any of the sections of the Clayton Act, 
other than Section 22 thereof, would be made applicable to contempt 
proceedings arising out of the Federal Food, Drug, and Cosmetic Act. 
The Court felt that to give any other interpretation to the language 
would work the anomalous situation which the rubber company claimed 
in that Congress would put such proceedings within the Clayton Act 
and by the same words take them out of the Clayton Act. Section 24 
of the Clayton Act, which establishes a limitation of action, was not 
specifically made to apply to contempt proceedings instituted under the 
Federal Food, Drug, and Cosmetic Act but only Section 22 of the said 
Clayton Act. A statute creating a limitation against the bringing of 
an action is never assumed to be effective as against actions instituted 
by the Federal government and is only effective against such actions 
when specifically made so. Exemption from statutes of limitation are 
ordinarily implied in favor of the state and Federal government. 
(United States of America v. Dean Rubber Manufacturing Company, 
a Corporation, et al. In the District Court of the United States for the 
Western District of Missouri, Western Division. No. 638. August 
1, 1947 [CCH Food Drug Cosmetic Law Reports § 7061 |.) 


x * * 


Truthful Labeling Does Not Cure Adulteration . . . A libel 
was filed by the United States against 36 drums of mineral oil which 
contained 99.3 per cent mineral oil and 7/10 of 1 per cent artificial color 
and flavor. The libel of information alleged that the oil was adulterated 
within the meaning of Sections 402(b)(2), (3) and (4) of the Federal 
Food, Drug, and Cosmetic Act, and that it was misbranded within the 
meaning of Section 403(b) of said Act. 

The sections aforementioned with respect to adulteration provide 
that a food shall be deemed to be adulterated (1) if any substance 
has been substituted wholly or in part therefor, (2) if damage or inferi- 
ority has been concealed in any manner, and (3) if any substance has 
been added thereto or mixed or packed therewith so as to make it appear 
better or of greater value than it is. Section 403(b) provides that a 
food shall be deemed to be misbranded if it is offered for sale under 
the name of another food. 

At the close of the government's case, the claimant rested without 
introducing any evidence, and the Court held that the article seized 
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was not harmful, that the drums were not misbranded, and that in the 
absence of any definition or standard of identity prescribed by the 
Administrator, the true labeling of the article was in compliance with 
the Act. On appeal, the government abandoned its charge of misbrand- 
ing but continued its suit against the commodity on the ground that 


it was adulterated. 


It was held that the oil was adulterated within the meaning of 
Subsection 3 of Section 402(b) by having its inferiority to butter con- 
cealed by making it look like butter and that it was adulterated under 
Subsection 4 of said section by being so colored as to make it appear 
better or of greater value, that is, by making it appear to be melted 
butter. This conclusion was reached on the basis that the oil was 
artificially prepared to make it an apparently acceptable popcorn dress- 
ing. Such dressings are usually made from butter oils and vegetable 
oils, and thus have, and are expected to have, a substantial food value. 
Mineral oil, on the other hand, has no food value whatsoever and, 
therefore, does not add to the food value of popcorn. A quantity of 
six to seven per cent of the oil to the total product was added to the 
popcorn, and this was felt to be a considerable rather than an infinitesimal 
amount. In the light of this the Court took judicial notice that for use 
as food melted butter is superior to mineral oil. (United States of 
America v. 36 Drums, More or Less, Each Containing Approximately 
400 Pounds of an Article Labeled in Part “Pop'n Oil”, Wil-Kin Theatre 
Supply, Inc., Claimant. In the United States Circuit Court of Appeals 
for the Fifth Circuit. No. 11917. November 14, 1947 [CCH Food 
Drug Cosmetic Law Reports § 7066}.) 


In concluding that this mineral oil was adulterated in that inferiority 
was concealed and in that it was made to appear better or of greater 
value than it actually was, the Court acted to prevent what was felt 
to be an economic cheat. The effect of the decision is that adulteration 
of a product can not be cured by truthful labeling thereof. This is so 
becausé adulteration and labeling are entirely different matters and 
should not be confused with each other. The government did not raise 
any question with respect to the wholesomeness of mineral oil, although 
some of the expert testimony introduced by the government did mention 
some possible harmful effects from its use. The government counsel 
specifically stated that they did not make any charge in the proceedings 
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that the product was injurious to health or deleterious. The decision 
on appeal was by a divided court, and there seemed to be some feeling 
that in view of the fact that this product was not injurious or deleterious, 
that it was hypercritical to have brought the proceeding at a time when 
war had forced all manner of substitutions in food upon our people. 
The dissenting judge went so far as to take the position that the truthful 
labeling of the product made it impossible for the product to be adulter- 
ated. However, this point of view seems to overlook the fact that this 
truthful labeling would never be seen by the ultimate consumers of the 
popcorn and that the sale of the commodity by the producer thereof 
might enable the popcorn sellers to contrive and achieve an economic 
cheat upon their customers through the instrumentality of the properly 


labeled oil. 


The Court made some interesting comments with respect to stand- 
ardization of food products and pointed out that the Administrator is 
not required to promulgate definitions and standards of identity for food 
under any and all conditions but that administrative selectivity in any 
such standardization is a part of his discretion and responsibility. In 
addition, the Court pointed out that where no standard of identity has 
been issued for a food this does not in any way exempt that food from 
the provisions of the statute with respect to economic adulteration as 


provided in Section 402(b). To permit a class of foods not so selected 
for standardization to escape other applicable provisions of the law 
would create a loophole which the Act was intended to avoid. 


x * * 

Condemned Goods Permitted To Be Exported Under Certain 
Restrictions . . . On re-argument of United States of America v. 
215 cases, more or less, of Michigan Brand Grade A Tomato Catsup, 
the Court stated that, even though the claimants did not intend to export 
the goods, it still adhered to its original determination that the catsup 
might be exported to a foreign country with whose laws the condition 
of the catsup would not conflict. On the re-argument, it appeared that 
the Court's previous analysis of the facts was erroneous in that these 
goods were never intended for export. Thus, the conduct of the claim- 
ants was a clear violation of the law. The Court concluded that it had 
power, nevertheless, to permit the export of the goods under proper 
restrictions and emphasized that it felt it had discretion not to compel 
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destruction bvt to utilize a food. which was fit for human consumption 
in conformity with the specifications of the foreign purchasers and with 
the law of the country to which it was to be sent. (United States of 
America v. 215 cases, more or less, each case containing 24 bottles of an 
article labeled in part: (bottles) “Michigan Brand Grade A Tomato 
Catsup Contents 14 Oz. Avoir. * * *" In the United States Dis- 
trict Court for the Eastern District of New York. Misc. No. 1152. 
July 3, 1947, affirmed, on re-argument, October 22, 1947 [CCH Food 


Drug Cosmetic Law Reports { 7058, 7070]. ) 


In exercising its discretion in this manner, the Court seems to have 
opened a new avenue for disposition of condemned foods whereby it 
is not necessary to bring them into compliance with the laws governing 
a domestic sale of the product. If this case is followed, it would seem 
that in all situations where a food, drug, or cosmetic has been found 
to be violative of the law because it is misbranded or adulterated, all 
the claimant will have to do to secure release of the goods is to label 
them for export as required by Section 801(d)(3), after finding a pur- 
chaser in a foreign country where the goods do not violate the law, 
and then dispose of the goods by export. While the Court stated that 
it permitted this method of disposition of the goods as a matter of discre- 
tion, as a practical proposition this amounted to considering the making 
of an export shipment of this type as a bringing of the goods into com- 
pliance with the law as required in Section 304(d). 


In view of the fact that the catsup apparently was acceptable in a 
foreign country, the Court felt that it should not stand in the way of 
such a disposition of the goods even though the representatives of the 
Food and Drug Administration, on the argument, denied that the catsup 
was fit for food. The Solicitor General has authorized an appeal in 
accordance with the District Court’s expressed wish. 


eS 22 


Federal Security Administrator Confirmed . . . The Presiden- 
tial appointment of Oscar R. Ewing as Federal Security Administrator 
was confirmed by the Senate on December 16, 1947. 


x** * 


Notes and Comment Page 129 





Amendment to the Federal Food, Drug, and Cosmetic Act Passed 
by the House . . . On January 13, 1948, the House of Representa- 
tives passed House Bill 4071 (discussed in 2 Food Drug Cosmetic Law 
Quarterly 284 et seq., 461 et seq.) without any dissent, after a nine- 
minute discussion. The Senate has referred the bill to the Committee 
on Interstate and Foreign Commerce. 


x*** 
Food Held Adulterated Irrespective of Whether Fit for Food . 


The United States seized certain tomato juice which contained mold and 
decomposed tomato material. It was held that a food containing filthy, 
putrid, or decomposed matter is to be deemed adulterated irrespective 
of whether it is fit for food. This case will be discussed in greater detail 
in the next issue of the Quarterly. (Salamonie Packing Company v. 
United States. Circuit Court of Appeals for the Eighth Circuit. 
No. 13549. January 6, 1948 [CCH Food Drug Cosmetic Law Reports 
{ 7073]. Petition for certiorari filed February 27, 1948.) 


Momentous Decision of Supreme Court Relative to Reach of Fed- 
eral Power Under Food, Drug, and Cosmetic Act . . . On January 
19, 1948, the United States Supreme Court, in a six-to-three decision, 
reversed the Circuit Court of Appeals for the Fifth Circuit, and found 
the Food, Drug, and Cosmetic Act applicable to a sale of the drug 
sulfathiazole, by Sullivan, a local retail druggist. Because of outstand- 
ing interest in this significant decision, the full texts of the three opin- 
ions rendered are reproduced on the pages immediately following these 


Notes. [The End] 


‘Notes and Comment” is a regular feature 
of the Food Drug Cosmetic Law Quarterly, 
written by Franklin M. Depew, who is of 
counsel for Standard Brands Incorporated. 
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THE SULLIVAN CASt 





Full Texts of Supreme Court Justices’ Opinions 


THE UNITED STATES OF AMERICA v. JORDAN JAMES SULLIVAN, 
TRADING AS SULLIVAN'S PHARMACY .. . JANUARY 19, 1948 . . . IN 
THE SUPREME COURT OF THE UNITED STATES. NO. 121, OCTO- 
BER TERM, 1947. ON WRIT OF CERTIORARI TO THE UNITED 
STATES CIRCUIT COURT OF APPEALS FOR THE FIFTH CIRCUIT. 





MAJORITY OPINION 
Mr. Justice BLAck delivered the opinion of the Court: 


Respondent, a retail druggist in Columbus, Georgia, was charged 
in two counts of an information with a violation of Section 301 (k) of 
the Federal Food, Drug and Cosmetic Act of 1938. That section 
prohibits ‘the doing of any . . . act withrespectto,a .. . drug 

if such act is done while such article is held for sale after ship- 
ment in interstate commerce and results in such article being mis- 
branded.” ' Section 502 (f) of the Act declares a drug “to be mis- 
branded . . . unless its labeling bears (1) adequate directions for 
use; and (2) such adequate warnings against use . . . dangerous 
to health, or against unsafe dosage . . . as are necessary for the 
protection of users." The information charged specifically that the 
respondent had performed certain acts which resulted in sulfathiazole 
being “misbranded” while “held for sale after shipment in interstate 
commerce.” 





1 ‘Sec. 301. The following acts and the of any other act with respect to, a food, 

causing thereof are hereby prohibited: drug, device, or cosmetic, if such act is 

lina done while such article is held for sale after 

“*(k) The alteration, mutilation, destruc- shipment in interstate commerce and re- 

tion, obliteration, or removal of the whole sults in such article being misbranded."’ 
or any part of the labeling of, or the doing 52 Stat. 1042, 21 U. S. C. § 331 (k). 
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[The Facts] 


The facts alleged were these: A laboratory had shipped in inter- 
state commerce from Chicago, Illinois, to a consignee at Atlanta, Georgia, 
a number of bottles, each containing 1,000 sulfathiazole tablets. These 
bottles had labels affixed to them, which, as required by Section 502 
(f) (1) and (2) of the Act, set out adequate directions for the use 
of the tablets and adequate warnings to protect ultimate consumers 
from dangers incident to this use.*, Respondent bought one of these 
properly labeled bottles of sulfathiazole tablets from the Atlanta con- 
signee, transferred it to his Columbus, Georgia, drugstore, and there 
held the tablets for resale. On two separate occasions twelve tablets 
were removed from the properly labeled and branded bottle, placed in 
pill boxes, and sold to customers. These boxes were labeled ‘‘sulfathia- 
zole."" They did not contain the statutorily required adequate direc- 
tions for use or warnings of danger. 


[ Conviction] 


Respondent's motion to dismiss the information was overruled, a 
jury was waived, evidence was heard, and respondent was convicted 
under both counts. 


[Holding of Circuit Court of Appeals] 
161 F. 2d 629. The 


court thought that as a result of respondent's action the sulfathiazole 
became “‘misbranded” within the meaning of the Federal Act, and that 
in its “broadest possible sense’ the Act's language “may include what 


The Circuit Court of Appeals reversed. 


“happened.” However, it was also of the opinion that the Act ought 
not to be taken so broadly “but held to apply only to the holding for 
the first sale by the importer after interstate shipment.’ Thus the 
Circuit Court of Appeals interpreted the statutory language of Sec- 





? The following inscription appeared on 
the bottle labels as a compliance with Sec- 
tion 502 (f) (1) which requires directions 
as to use: ‘‘Caution.—To be used only by 
or on the prescription of a physician.’’ This 
would appear to constitute adequate direc- 
tions since it is required by regulation is- 
sued by the Administrator pursuant to 
authority of the Act. 21 C. F. R. Cum. 
Supp., Section 2.106 (b) (3). The following 
appeared on the label of the bottles as a 
compliance with Section 502 (f) (2) which 
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requires warnings of danger: “Warning.— 
In some individuals Sulfathiazole may cause 
severe toxic reactions. Daily blood counts 
for evidence of anemia or leukopenia and 
urine examinations for hematuria are rec- 
ommended. 

‘‘Physicians should familiarize themselves 
with the use of this product before it is 
administered. A circular giving full direc- 
tions and contraindications will be fur- 
nished upon request."’ 


Food Drug Cosmetic Law Quarterly— March, 1948 





tion 301 (k) “while such article is held for sale after shipment in inter- 
state commerce” as though Congress had said ‘‘while such article is 
held for sale by a person who had himself received it by way of a ship- 
ment in interstate commerce.” We granted certiorari to review this 
important question concerning the Act's coverage. 


[Consequences Which Might Result from 
Broader Interpretation | 


First. The narrow construction given Section 301 (k) rested not 
so much upon its language as upon the Circuit Court's view of the conse- 
quences that might result from the broader interpretation urged by the 
Government. The court pointed out that the retail sales here involved 
were made in Columbus nine months after this sulfathiazole had been 
shipped from Chicago to Atlanta. It was impressed by the fact that, 
if the statutory language “while such article is held for sale after 
shipment in interstate commerce” should be given its literal meaning, 
the criminal provisions relied on would “‘apply to all intrastate sales of 
imported drugs after any number of intermediate sales within the State 
and after any lapse of time; and not only to such sales of drugs, but 
also to similar retail sales of food, devices and cosmetics, for all these 
are equally covered by these provisions of the Act.” The court empha- 
sized that such consequences would result in far-reaching inroads upon 
customary control by local authorities of traditionally local activities, 
and that a purpose to afford local retail purchasers federal protection 
from harmful foods, drugs and cosmetics should not be ascribed to Con- 
gress in the absence of an exceptionally clear mandate, citing Federal 
Trade Commission v. Bunte Bros., 312 U. S. 349. Another reason of 
the court for refraining from construing the Act as applicable to articles 
misbranded while held for retail sale, even though the articles had previ- 
ously been shipped in interstate commerce, was its opinion that such 
a construction would raise grave doubts as to the Act's constitution- 
ality. In support of this position the court cited Labor Board v. Jones 
& Laughlin Steel Corp., 301 U. S. 1, 30, and Schechter Poultry Corp. 
v. United States, 295 U. S. 495. 


A restrictive interpretation should not be given a statute merely 
because Congress has chosen to depart from custom or because giving 
effect to the express language employed by Congress might require a 
court to face a constitutional question. And none of the foregoing cases, 
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nor any other on which they relied, authorizes a court in interpreting 
a statute to depart from its clear meaning. When it is reasonably 
plain that Congress meant its Act to prohibit certain conduct, no one 
of the above references justifies a distortion of the congressional pur- 
pose, not even if the clearly correct purpose makes marked deviations 
from custom or leads inevitably to a holding of constitutional invalidity. 
Although criminal statutes must be so precise and unambiguous that 
the ordinary person can know how to avoid unlawful conduct, see Kraus 
& Bros., Inc. v. United States, 327 U. S. 614, 621-622, even in determin- 
ing whether such statutes meet that test, they should be given their 
fair meaning in accord with the evident intent of Congress. United 
States v. Raynor, 302 U. S. 540, 552. 


[ Application to Sales of Food, Devices, and Cosmetics | 


Second. Another consideration that moved the Circuit Court of 
Appeals to give the statute a narrow construction was its belief that 
the holding in this case with reference to misbranding of drugs by a 
retail druggist would necessarily apply also to “‘similar retail sales of 
food, devices and cosmetics, for all of these,’ the court said, “are equally 
covered by the same provisions of the Act.” And in this Court the 
effect of such a possible coverage of the Act is graphically magnified. 
We are told that its application to these local sales of sulfathiazole 
would logically require all retail grocers and beauty parlor operators 
to reproduce the bulk container labels on each individual item when it 
is taken from the container to sell to a purchaser. It is even prophesied 
that, if Section 301 (k) is given the interpretation urged by the Govern- 
ment, it will later be applied so as to require retail] merchants to label 
sticks of candy and sardines when removed from their containers 
for sale. 


The scope of the offense which Congress defined is not to be judicially 
narrowed as applied to drugs by envisioning extreme possible applica- 
tions of its provisions which relate to food, cosmetics, and the like. There 
will be opportunity enough to consider such contingencies should they 
ever arise. It may now be noted, however, that the Administrator of 
the Act is given rather broad discretion—broad enough undoubtedly 
to enable him to perform his duties fairly without wasting his efforts on 
what may be no more than technical infractions of law. As an illus- 
tration of the Administrator's discretion, Section 306 permits him to 
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excuse minor violations with a warning if he believes that the public 
interest will thereby be adequately served. And the Administrator is 
given extensive authority under Sections 405, 503 and 603 to issue regu- 
lations exempting from the labeling requirements many articles that 
otherwise would fall within this portion of the Act. The provisions 
of Section 405 with regard to food apparently are broad enough to 
permit the relaxation of some of the labeling requirements which might 
otherwise impose a burden on retailers out of proportion to their value 
to the consumer. 


[Sale “ After Shipment in Interstate Commerce” | 


Third. When we seek the meaning of Section 301 (k) from its 
language we find that the offense it creates and which is here charged 
requires the doing of some act with respect to a drug (1) which results 
in its being misbranded, (2) while the article is held for sale “after 
shipment in interstate commerce." Respondent has not seriously con- 
tended that the ‘‘misbranded” portion of Section 301 (k) is ambiguous. 
Section 502 (f), as has been seen, provides that a drug is misbranded 
unless the labeling contains adequate directions and adequate warnings. 
The labeling here did not contain the information which Section 502 (f) 
requires. There is a suggestion here that, although alteration, mutila- 
tion, destruction, or obliteration of the bottle label would have been a 
“misbranding,” transferring the pills to non-branded boxes would not 
have been, so long as the labeling on the empty bottle was not disturbed. 
Such an argument cannot be sustained. For the chief purpose of for- 
bidding the destruction of the label is to keep it intact for the informa- 
tion and protection of the consumer. That purpose would be frustrated 
when the pills he buys are not labeled as required, whether the label 
has been torn from the original container or the pills have been trans- 
ferred from it to a non-labeled one. We find no ambiguity in the 
misbranding language of the Act. 


Furthermore, it would require great ingenuity to discover ambiguity 
in the additional requirement of Section 301 (k) that the misbranding 
occur “while such article is held for sale after shipment in interstate 
commerce. The words accurately describe respondent's conduct here. 
He held the drugs for sale after they had been shipped in interstate 
commerce from Chicago to Atlanta. It is true that respondent bought 
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them nine months after the interstate shipment had been completed by 
their delivery to another consignee. But the language used by Congress 
broadly and unqualifiedly prohibits misbranding articles held for sale 
after shipment in interstate commerce, without regard to how long after 
the shipment the misbranding occurred, how many intrastate sales had 
intervened, or who had received the articles at the end of the interstate 
shipment. Accordingly we find that the conduct of the respondent falls 
within the literal language of Section 301 (k). 


[ Protection of the Consumer | 


Fourth. Given the meaning that we have found the literal language 
of Section 301 (k) to have, it is thoroughly consistent with the general 
aims and purposes of the Act. For the Act as a whole was designed 
primarily to protect consumers from dangerous products. This Court 
so recognized in LInited States v. Dotterweich, 320 U. S. 277, 282, after 
reviewing the House and Senate Committee Reports on the bill that 
became law. Its purpose was to safeguard the consumer by applying 
the Act to articles from the moment of their introduction into interstate 
commerce all the way to the moment of their delivery to the ultimate 
consumer. Section 301 (a) forbids the ‘introduction or delivery for 
introduction into interstate commerce’ of misbranded or adulterated 
drugs; Section 301 (b) forbids the misbranding or adulteration of drugs 
while “in interstate commerce’; and Section 301 (c) prohibits the 
“receipt in interstate commerce” of any misbranded or adulterated drug, 
and “‘the delivery or profferred delivery thereof for pay or otherwise.’ 
But these three paragraphs alone would not supply protection all the 
way to the consumer. The words of paragraph (k) “while such article 
is held for sale after shipment in interstate commerce” apparently were 
designed to fill this gap and to extend the Act's coverage to every article 
that had gone through interstate commerce until it finally reached the 
ultimate consumer. Doubtless it was this purpose to insure federal pro- 
tection until the very moment the articles passed into the hands of the 
consumer by way of an intrastate transaction that moved the House 
Committee on Interstate and Foreign Commerce to report on this section 
of the Act as follows: ‘‘In order to extend the protection of consumers 
contemplated by the law to the full extent constitutionally possible, 
paragraph (k) has been inserted prohibiting the changing of labels so 
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as to misbrand articles held for sale after interstate shipment.” * We 
hold that Section 301 (k) prohibits the misbranding charged in the 
information. 






[Invasion of Power of the States] 


Fifth. It is contended that the Act as we have construed it is 
beyond any authority granted Congress by the Constitution and that 
it invades the power of the States. A similar challenge was made against 
the Pure Food and Drug Act of 1906, 34 Stat. 768, and rejected, in 
McDermott v. Wisconsin, 228 U. S. 115. That Act did not contain 
Section 301 (k), but it did prohibit misbranding and authorized seizure 
ot misbranded articles after they were shipped from one State to another, 
so long as they remained “unsold.”” The authority of Congress to make 
this requirement was upheld as a proper exercise of its powers under 
the commerce clause. There are two variants between the circumstances 
of that case and this one. In the McDermott case the labels involved 
were on the original containers; here the labels are required to be put 
on other than the original containers—the boxes to which the tablets 
were transferred. Also, in the McDermott case the possessor of the 
labeled cans held for sale had himself received them by way of an inter- 
state sale and shipment; here the petitioner had received the sulfathiazole 
by way of an intrastate sale and shipment from a seller who had obtained 
them by way of an interstate shipment. These variants are not sufficient 
we think to detract from the applicability of the McDermott holding 
to the present decision. In both cases alike the question relates to the 
constitutional power of Congress under the commerce clause to regulate 
the branding of articles that have completed an interstate shipment and 
are being held for future sales in purely local or intrastate commerce. 
The reasons given for the McDermott holding therefore are equally 
applicable and persuasive here. And many cases decided since the 
McDermott decision lend support to the validity of Section 301 (k). 
See, e. g.. United States v. Walsh, 331 U. S. 432; Wickard v. Filburn. 
317 U.S. 111; United States v. Wrightwood Dairy Co., 315 U. S. 110; 
United States v. Darby, 312 U. S. 100; see United States v. Olsen, 


161 F. 2d 669. 



























Reversed. 






a “s 


* 










3H. Rep. 2139, 75th Cong., 3d Sess., 3. 






The Sullivan Case Page 137 





CONCURRING OPINION 
Mr. Justice RUTLEDGE, concurring: 


This case has been presented as if the Federal Food, Drug, and 
Cosmetic Act of 1938 had posed an inescapable dilemma. It is said 
that we must either (1) ignore Congress’ obvious intention to protect 
ultimate consumers of drugs through labeling requirements literally and 
plainly made applicable to the sales in this case or (2) make criminal 
every corner grocer who takes a stick of candy from a properly labeled 
container and sells it to a child without wrapping it in a similar label. 


The trouble-making factor is not found in the statute's provisions 
relating specifically to drugs. Those provisions taken by themselves are 
clear and unequivocal in the expressed purpose to protect the ultimate 
consumer by the labeling requirements. So is the legislative history. 
Standing alone, therefore, the drug provisions would cover this case 
without room for serious question. 


However, those provisions do not stand entirely separate and inde- 
pendent in the Act's structure. In some respects, particularly in Sec- 
tion 301(k), they are interlaced with provisions affecting food and 
cosmetics. And from this fact is drawn the conclusion that this decision 
necessarily will control future decisions concerning those very different 
commodities. 

If the statute as written required this, furnishing no substantial 
basis for differentiating such cases, the decision here would be more 
difficult than I conceive it to be. But I do not think the statute has laid 
the trap with which we are said to be faced. Only an oversimplified 
view of its terms and effects could produce that result. 


The Act is long and complicated. Its numerous provisions treat 
the very different subjects of drugs, food and cosmetics alike in some 
respects, differently in others. The differences are as important as the 
similarities, and cannot be ignored. More is necessary for construction 
of the statute than looking merely to the terms of Sections 301 (k) and 
502 (f). 

It is true that Section 301 (k) deals indiscriminately with food, 
drugs, devices and cosmetics, on the surface of its terms alone. Hence 
it is said that the transfer of sulfathiazole, a highly dangerous drug, 
from a bulk container to a small box for retail sale, could not be ‘‘any 
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other act” unless a similar transfer of candies, usually harmless, also 
would be “any other act.” From this hypothesis it is then concluded 
that the phrase must be interpreted with reference to the particularities 
which precede it, namely, “alteration, mutilation, destruction, obliteration 
or removal” of any part of the label, and must be limited by those 
particularities. 


That construction almost, if not quite, removes ‘‘any other act” 
from the section. And by doing so it goes far to emasculate the section's 
effective enforcement, especially in relation to drugs. Any dealer hold- 
ing drugs for sale after shipment in interstate commerce could avoid the 
statute's effect simply by leaving the label intact, removing the contents 
from the bulk container, and selling them, however deadly, in broken 
parcels without label or warning. 


I do not think Congress meant the phrase to be so disastrously 
limited. For the ‘doing of any other act with respect to a food, drug, 
device, or cosmetic” is prohibited by Section 301 (k) only “if such act 

results in such article being misbranded."’ And the statute pro- 
vides, not a single common definition of misbranding for foods, drugs 
and cosmetics, but separate and differing sections on misbranded foods, 
misbranded drugs and devices, and misbranded cosmetics. Sections 403, 
502, 602. 


The term ‘‘misbranded” as used in Section 301 (k) therefore is 
not one of uniform connotation. On the contrary, its meaning is variable 
in relation to the different commodities and the sections defining their 
misbranding. So also necessarily is the meaning of “any other act,” 
which produces those misbranding consequences. Each of the three sec- 
tions therefore must be taken into account in determining the meaning 
and intended scope of application for Section 301 (k) in relation to the 
specific type of commodity involved in the particular sale, if Congress’ 
will is not to be overridden by broadside generalization glossed upon 
the statute. As might have been expected, Congress did not lump 
food, drugs and cosmetics in one indiscriminate hopper for the purpose 
of applying Section 301 (k), either in respect to misbranding or as 
to ‘any other act’ which produces that consequence. Brief reference 
to the several misbranding sections incorporated by reference in Sec- 
tion 301 (k) substantiates this conclusion. 
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The three sections contain some common provisions.’ But the 
fact that each section is also different from the other two in important 
respects indicates that each broad subdivision of the Act presents differ- 
ent problems of interpretation. Neither the misbranded foods section 
nor the misbranded cosmetics section contains any provision directly 
comparable to Section 502 (f), which the respondent here has violated. 
That section, however, is to be contrasted with Section 403 (k), one 
of the subsections dealing with misbranded foods. Comparison of the 
two provisions indicates that the doing of a particular act with respect 
to a drug may result in misbranding, whereas the same method of selling 
food would be proper. 


Section 502 (f) provides that a drug shall be deemed to be 
misbranded: 

Unless its labeling bears (1) adequate directions for use; and (2) such adequate 
warnings against use in those pathological conditions or by children where its use 
may be dangerous to health, or against unsafe dosage or methods or duration of 
administration or application, in such manner and form, as are necessary for the 
protection of users: Provided, That where any requirement of clause (1) of this 
paragraph, as applied to any drug or device, is not necessary for the protection of 
the public health, the Administrator shall promulgate regulations exempting such drug 
or device from such requirement. 

This provision, dealing with directions for use and warnings against 
improper use, in terms is designed ‘for the protection of users.’ To be 
effective, this protection requires regulation of the label which the con- 
tainer bears when the drug reaches the ultimate consumer.?. The legis- 
lative history leaves no doubt that the draftsmen and sponsors realized 
the importance of having dangerous drugs properly labeled at the time 
of use, not just at the time of sale.* The intent to protect the public 
health is further emphasized by the limited scope of the proviso, which 
directs the Administrator to make exemptions only when compliance 
with clause (1) “is not necessary for the protection of public health.” 


Section 403 (k), which contains the principal basis for ‘making 
every retail grocer a criminal,” is very different. By its terms food 
is deemed to be misbranded: 


If it bears or contains any artificial flavoring, artificial coloring, or chemical 
preservative, unless it bears labeling stating that fact: Provided, That to the extent 
that compliance with the requirements of this paragraph is impracticable, exemptions 





1 EF. g9., Sections 403 (a), 502 (a) and 602 * See H. R. Rep. No. 2139, 75th Cong., 3d 
(a) are in identical language. Sess. 8. 

2See S. Rep. No. 361, 74th Cong., Ist 
Sess. 19. 
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shall be established by regulations promulgated by the Administrator. The provi- 
sions of this paragraph and paragraphs (g) and (i) with respect to artificial coloring 
shall not apply in the case of butter, cheese, or ice cream. 


The section, in contrast to Section 502 (f)'s coverage of drugs. 
applies not to all foods shipped interstate, but only to the restricted classes 
containing artificial flavoring, or coloring, or chemical preservatives. 
The labeling requirement is much simpler. And the proviso confers 
a much broader power of exemption upon the Administrator than does 
the proviso of Section 502 (f). Under the latter he is given no power 
to exempt on the ground that compliance is impracticable. He cannot 
weigh business convenience against protection of the public health. 
Only where he finds that labeling is not necessary to that protection is 
he authorized to create an exemption for drugs and devices. Health 
security is not only the first, it is the exclusive, criterion. 


Under Section 403 (k), however, in dealing with foods the Admin- 
istrator can dispense with labels much more broadly. In terms the 


criterion for his action becomes “the extent to which compliance 

is impracticable’ rather than, as under Section 502 (f), “where any 
requirement of clause 1 [adequate directions for use] 
necessary for the protection of the public health.” 
tions affecting the burden of compliance by manufacturers and retailers, 


is not 
Practical considera- 


irrelevant under Section 502 (f), become controlling under Sec- 
tion 403 (k). Thus under the statute's intent a much more rigid and 
invariable compliance with the labeling requirements for drugs is con- 
templated than for those with foods, apart from its greatly narrower 
coverage of the latter. And the difficulty of compliance with those 
requirements for such articles as candies explains the difference in the 
two provisos.* 

These differences, and particularly the differences in the provisos, 


have a direct and an intended relation to the problem of enforcement. 
The labeling requirements for foods are given much narrower and more 





4‘*The proviso of this paragraph likewise 
requires the establishment of regulations 
exempting packages of assorted foods from 
the naming of ingredients or from their ap- 
pearance in the order of predominance by 
weight where, under good manufacturing 
practice, label declaration of such infor- 
mation is impracticable. This provision will 
be particularly applicable, for example, to 
assorted confections, which under normal 
manufacturing practices may vary from 
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package to package not only with respect 
to identity of ingredients but also in re- 
gard to the relative proportions of such 
ingredients as are common to all pack- 
ages.’’ S. Rep. No. 493, 73d Cong., 2d 
Sess. (1934). The proviso discussed is in 
Section 403 (i), not in Section 403 (k); but 
the discussion brings out the sort of con- 
siderations which require exemption when 
compliance is impracticable. 
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selective scope for application than those for drugs, a difference magni- 
fied by the conversely differing room allowed for exemptions. What is 
perhaps equally important, the provisos are relevant to enforcement 
beyond specific action taken by the Administrator to create exemptions. 


His duty under both sections is cast in mandatory terms. Whether 
or not he can be forced by mandamus to act in certain situations, his 
failure to act in some would seem to be clearly in violation of his duty. 
Obviously there must be many more instances where compliance with 
the labeling requirements for foods will be ‘‘impracticable’’ than where 
compliance with the very different requirements for drugs will not be 
“necessary for the protection of the public health.” That difference is 
obviously important for enforcement, particularly by criminal prosecu- 
tion. I think it is one which courts are entitled to take into account 
when called upon to punish violations. The authors of the legislation 
recognized expressly that “technical, innocent violations . . . will 
frequently arise.” S. Rep. No. 152, 75th Cong., Ist Sess. 4. In other 
words, there will be conduct which may be prohibited by the Act's literal 
wording, but which nevertheless should be immune to prosecution. 


When that situation arises, as it well may with reference to foods, 
by virtue of the Administrator's failure to discharge his duty to create 
exemptions before the dealer's questioned action takes place, that failure 
in my judgment is a matter for the court's consideration in determining 
whether prosecution should proceed. And whenever it is made to appear 
that the violation is a ‘technical, innocent” one, an act for which the 
Administrator should have made exemption as required by Sec- 
tion 403 (k), the prosecution should be stopped. This Court has not 
hesitated to direct retroactive administrative determination of private 
rights when that unusual course seemed to it the appropriate solution 
for their determination. Addison v. Holly Hill Fruit Products, 322 
U. S. 607. If that is permissible in civil litigation, there is much greater 
reason for taking the analogous step of taking into account in a criminal 
prosecution an administrative officer's failure to take commanded action 
which, if taken, would have made prosecution impossible. 


It is clear therefore that the corner grocer occupies no such position 
of jeopardy under this legislation as the druggist, and that the meaning 
of Section 301 (k) is not identical for the two, either as to what amounts 
to misbranding or as to what is “the doing of any . . . act” creating 
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that result. The supposed dilemma is false. Congress clearly had 
power to impose the drug restrictions, they are clearly applicable to 
this case, the decision does not rule the corner grocer selling candy, and 
the judgment should be reversed. I therefore join in the Court's judg- 
ment and opinion to that effect. 


x * * 


DISSENTING OPINION 
Mr. Justice FRANKFURTER, dissenting: 














It it takes nine pages to determine the scope of a statute, its meaning 
can hardly be so clear that he who runs may read, or that even he who 
reads may read. Generalities regarding the effect to be given to the 
“clear meaning” of a statute do not make the meaning of a particular 
statute ‘clear.’ The Court's opinion barely faces what, on the balance 
of considerations, seems to me to be the controlling difficulty in its 
rendering of Section 301 (k) of the Federal Food, Drug, and Cosmetic 
Act, 52 Stat. 1040, 1042; 21 U. S. C. Section 331 (k). That section 
no doubt relates to articles “held for sale after shipment in interstate 
commerce and results in such article being misbranded.” But an article 
is ‘“misbranded” only if there is ‘‘alteration, mutilation, destruction, oblit- 
eration, or removal of the whole or any part of the labeling of, or the 
doing of any other act with respect to, a food, drug, device, or cosmetic.” 
Here there was no “alteration, mutilation, destruction, obliteration, or 
removal” of any part of the label. The decisive question is whether 
taking a unit from a container and putting it in a bag, whether it be 
food, drug or cosmetic, is doing “any other act’’ in the context in 
which that phrase is used in the setting of the Federal Food, Drug, and 
Cosmetic Act and particularly of Section 301 (k).? 

As bearing upon the appropriate answer to this question, it cannot 
be that a transfer from a jar, the bulk container, to a small paper bag, 
without transferring the label of the jar to the paper bag, is “any other 
act’ when applied to a drug, but not “any other act’’ when applied 
to candies or cosmetics. Before we reach the possible discretion that 
may be exercised in prosecuting a certain conduct, it must be determined 
whether there is anything to prosecute. Therefore, it cannot be put off 
































1 ‘*The alteration, mutilation, destruction, device, or cosmetic, if such act is done while 
obliteration, or removal of the whole or _ such article is held for sale after shipment 
any part of the labeling of, or the doing of in interstate commerce and results in such 
any other act with respect to, a food, drug, article being misbranded.”’ 
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to some other day to determine whether “any other act” in Sec- 
tion 301 (k) applies to the ordinary retail sale of candies or cosmetics 
in every drug store or grocery throughout the land, and so places every 
corner grocery and drug store under the hazard that the Administrator 
may report such conduct for prosecution. That question is now here. 
It is part of this very case, for the simple reason that the prohibited 
conduct of Section 301 (k) applies with equal force, through the same 
phrase, to food, drugs and cosmetics insofar as they are required to be 
labeled. See Sections 403, 502, and 602 of the Act. 


It is this inescapable conjunction of food, drugs and cosmetics in 
the prohibition of Section 301 (k) that calls for a consideration of the 
phrase “or the doing of any other act,” in the context of the rest of 
the sentence and with due regard for the important fact that the States 
are also deeply concerned with the protection of the health and welfare 
of their citizens on transactions peculiarly within local enforcing powers. 
So considered, “the doing of any other act” should be read with the 
meaning which radiates to that loose phrase from the particularities that 
precede it, namely “alteration, mutilation, destruction, obliteration, or 
removal” of any part of the label. To disregard all these considera- 
tions and then find ‘‘a clear meaning” is to reach a sum by omitting 
figures to be added. There is nothing in the legislative history of the 
Act, including the excerpt from the Committee Report on which reliance 
is placed, to give the slightest basis for inferring that Congress con- 
templated what the Court now finds in the statute. The statute in its 
entirety was of course intended to protect the ultimate consumer. This 
is as true in regard to the requirements pertaining to drugs as of those 
pertaining to food. As to the reach of the statute—the means by which 
its ultimate purpose is to be achieved—the legislative history sheds pre- 
cisely the same light on the provisions pertaining to food as on the pro- 
visions pertaining to drugs. If differentiations are to be made in the 
enforcement of the Act and in the meaning which the ordinary person 
is to derive from the Act, such differentiations are interpolations of 
construction. They are not expressions by Congress. 


In the light of this approach to the problem of construction pre- 
sented by this Act, I would affirm the judgment below. 


Mr. Justice Reep and Mr. Justice JACKSON join in this dissent. 
[The End] 
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Now... here is the new and improved, modern-day 
version of CCH’'s long-accepted Food Drug Cosmetic 
Law Reports —here is the authoritative, continuing 
reporter covering this important three-fold field. 
scope includes complete coverage of the Federal Food, 
Drug, and Cosmetic Act, with regulations, rulings, court 
and administrative decisions, forms, and the like — 
plus full texts of other related federal laws. 


And in addition, the statutes, interpretative court 
decisions, and pertinent attorney generals’ opinions 
for all states with ‘‘Copeland-type"’ laws are carefully, 
helpfully reported. Relevant full texts, detailed expla- 
nations, and editorial comments further increase the 
all-around usefulness of the ‘‘Reports’’ for all con- 
cerned with the production, processing, packaging, 
and labeling of foods, drugs, devices, and cosmetics. 
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